TUESDAY,  JANUARY  17,  1978 
PART  II 


DEPARTMENT  OF 
HEALTH, 
EDUCATION, 
AND  WELFARE 

Food  and  Drug 
Administration 


NEW  ANIAAAL  DRUGS 
FOR  USE  IN 
ANIAAAL  FEEDS 


Definitions  and  General 
Considerations 


2526 

[4110-03] 

DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Food  and  Drug  Administration 

[21  CFR  Parts  207,  210,  225,  226,  501,  510, 
514,  5581 

[Docket  No.  77N-0076] 

NEW  ANIMAL  DRUGS  FOR  USE  IN  ANIMAL 
FEEDS 

Definitions  and  General  Considerations 

AGENCY:  Food  and  Drug  Administra¬ 
tion. 

ACTION:  Proposed  rule. 

SUMMARY:  This  document  proposes 
to  redefine  the  articles  used  in  medi¬ 
cated  animal  feeds.  These  amend¬ 
ments  are  proposed  because  of  ambi¬ 
guities  in  the  terms  as  currently  de¬ 
fined  in  FDA  regulations  and  the 
meanings  as  used  in  the  animal  feed 
and  animal  drug  industries.  The  pro¬ 
posal  would  adopt  letter  designations 
for  the  medicated  feed  articles. 

DATES:  Written  comments  to  the 
Hearing  Clerk  by  March  20, 1978. 

ADDRESS:  Hearing  Clerk  (HFC-20), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  Md. 
20857. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Robert  P.  Schmidt,  Bureau  of  Vet¬ 
erinary  Medicine  (HFV-224),  Food 
and  Drug  Administration,  Depart¬ 
ment  of  Health,  Education,  and  Wel¬ 
fare,  5600  Fishers  Lane,  Rockville, 
Md.  20857,  301-443-3390. 

SUPPLEMENTARY  INFORMATION: 
A  number  of  the  current  regulations 
affecting  animal  drugs  resulted  from 
application  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act,  enacted  in  1938,  as 
it  evolved  before  the  passage  of  the 
Animal  Drug  Amendments  of  1968 
(Pub.  L.  90-399).  For  example,  section 
201(g)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21U.S.C.  321(g)),  which 
defines  the  term  "drug”,  does  not  dis¬ 
tinguish  between  drugs  intended  for 
use  in  man  or  other  animals,  nor  does 
section  201(p)  of  the  act  (21  U.S.C. 
321(p)),  which  defines  the  term  “new 
drug”,  distinguish  between  new  drugs 
intended  for  use  in  man  or  other  ani¬ 
mals.  Therefore,  before  enactment  of 
the  Animal  Drug  Amendments,  new 
drugs  intended  for  both  man  and 
other  animals  were  subject  to  the  pre¬ 
clearance  provisions  of  section  505  of 
the  act  (21  U.S.C.  355).  In  1945,  Con¬ 
gress  added  section  507  to  the  act  (21 
U.S.C.  357)  requiring  the  Secretary, 
pursuant  to  regulations  promulgated 
by  him,  to  certify  batches  of  drugs 
composed  wholly  or  partly  of  any  kind 
of  penicillin.  This  section  has  been 
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amended  several  times  to  include 
streptomycin,  chlortetracycline,  baci¬ 
tracin,  chloramphenicol,  and  their  de¬ 
rivatives.  Again,  no  distinction  was 
made  in  these  provisions  between  the 
use  of  these  drugs  in  man  or  other  ani¬ 
mals,  Under  authority  granted  by  sec¬ 
tion  507  (c)  of  the  act  (21  U.S.C. 
357(c)),  however,  the  Commissioner  of 
Food  and  Drugs  exempted  antibiotics 
that  were  added  to  animal  feeds  from 
the  certification  provisions  if  the  anti¬ 
biotics  were  labeled  for  specific  condi¬ 
tions  of  use  that  were  published  in  the 
regulations. 

The  Food  Additives  Amendment  of 
1958  applied  to  food  additives  intended 
for  both  man  or  other  animals.  This 
amendment  added  section  201(s)  to 
the  act  (21  U.S.C.  321(s)),  which  de¬ 
fines  the  term  "food  additive”  as  any 
substance  the  intended  use  of  which 
results  or  may  reasonable  be  expected 
to  result,  directly,  or  indirectly,  in  its 
becoming  a  component  or  otherwise 
affecting  the  characteristics  of  any 
food.  Thus,  any  drug  added  to  food  or 
feed  of  an  animal  was  a  food  additive, 
and  any  drug  capable  of  causing  resi¬ 
dues  in  the  edible  products  of  the 
food-producing  animal  was  also  consid¬ 
ered  to  be  a  food  additive  because  the 
residue  from  such  drug  would  consti¬ 
tute  a  food  additive  in  the  edible  prod¬ 
ucts.  Such  drugs  placed  on  the  market 
following  enactment  of  the  Food  Addi¬ 
tives  Amendment  of  1958,  could  not  be 
legally  marketed  unless  a  food  additive 
regulation  was  promulgated  providing 
for  the  drug’s  safe  use  or  the  drug  was 
generally  recognized  as  safe  and.  for 
those  approved  after  October  10,  1962, 
effective. 

Because  animal  drugs  intended  for 
use  in  animal  feeds  were  subject  to  the 
preclearance  provisions  of  three  sepa¬ 
rate  sections  of  the  act  suid  three  dis¬ 
tinct  sets  of  procedural  requirements, 
their  administrative  and  preclearance 
provisions  were  overlapping,  unduly 
complex  and  time  consuming.  The 
Animal  Drug  Amendments  of  1968 
were  enacted  to  consolidate  the  var¬ 
ious  provisions  and  requirements  ap¬ 
plicable  to  animal  drugs  into  one  sec¬ 
tion  of  the  act  and  to  provide  a  coordi¬ 
nated,  simplified  procedure  for  their 
implementation.  Throughout  the 
lengthy  proceedings  leading  to  enact¬ 
ment  of  the  Animal  Drug  Amend¬ 
ments,  both  tlie  House  and  Senate  re¬ 
ports  noted  ttiat  in  many  cases  the  re¬ 
quirements  for  preclearance  of  new 
drugs  intended  for  use  in  animals  were 
more  complej:  than  the  preclearance 
procedures  for  drugs  intended  for  use 
in  man,  and  the  need  for  simplifica¬ 
tion  was  continually  stressed  because 
the  procedures  then  mandated  by  law 
led  to  long  delays  in  the  administra¬ 
tive  process  required  for  the  preclear¬ 
ance  of  new  animal  drugs  (Refs.  1-6). 
The  Animal  Drug  Amendments  added 
a  new  section— section  512  (21  U.S.C. 


360b)— to  the  act,  thereby  consolidat¬ 
ing  into  one  section  the  various  parts 
of  the  act  that  related  to  new  drugs  in¬ 
tended  for  use  in  animals,  including 
those  intended  for  use  in  animal  feeds. 
Consequently,  section  512  provides  for 
separate,  distinct  requirements  regard¬ 
ing  regxilation  of  new  animal  drugs 
and  animal  feeds  bearing  or  contain¬ 
ing  new  animal  drugs. 

New  sections  201(w)  and  201(x)  of 
the  act  (21  U.S.C.  321(w)  and  321(x)) 
were  also  added,  defining  the  terms 
new  animal  drug  and  animal  feed,  re¬ 
spectively,  For  man  and  animals  the 
definition  of  new  articles  of  drug  are 
essentially  the  same;  however,  the 
definition  of  a  new  animal  drug  in¬ 
cludes  antibiotics  subject  to  certifica¬ 
tion.  The  definition  of  a  new  animal 
drug  focuses  on  the  article  intended  to 
affect  the  structure  or  function  of  ani¬ 
mals  and  any  components  thereof.  On 
the  other  hand,  the  definition  of 
animal  feed  refers  to  articles  that  are 
intended  for  use  as  food  for  animals 
other  than  man  and  that  are  intended 
for  use  as  a  substantial  source  of  nu¬ 
trients  in  the  diet.  The  term  animal 
feed  is  not  limited  to  a  mixture  that  is 
intended  to  be  the  sole  ration  of  the 
animal. 

One  consistent  topic  that  emerges 
from  a  review  of  the  legislative  history 
of  the  Animal  Drug  Amendments  is 
the  intent  to  facilitate  preclearance 
review  of  articles  that  were  used  in 
animal  feeds  (Refs.  1-6).  Before  pas¬ 
sage  of  the  animal  drug  amendments, 
an  applicant,  e.g.,  a  drug  company,  was 
required  to  file  a  new  drug  application 
(NDA)  and  have  the  application  ap¬ 
proved  for  the  drug’s  use  in  animals.  If 
the  Drug  was  an  antibiotic  subject  to 
certification,  an  antibiotic  Form  5  was 
required  instead  of  an  NDA.  When  the 
drug  was  to  be  administered  to  the 
animal  through  its  feed  or  it  left  resi¬ 
dues  in  the  edible  tissues  of  food-pro¬ 
ducing  animals,  a  food  additive  peti¬ 
tion  was  also  required.  Each  required 
the  applicant  to  demonstrate  that  the 
drug  was  safe  when  administered  in 
animal  feed.  After  the  Drug  Amend¬ 
ments  of  1962,  a  demonstration  of  ef¬ 
fectiveness  was  also  required  for  drugs 
covered  by  both  sections  505  and  507 
of  the  act. 

Medicated  animal  feeds  have  been 
primarily  manufactmed  at  commercial 
feed  mills.  These  feeds  contain  animal 
drugs  intended  for  prevention,  cure, 
mitigation,  or  treatment  of  disease 
(therapeutic  use)  or  intended  to  affect 
the  structure  or  fiuiction  of  the 
animal  (growth  promotant  and  feed 
efficacy).  Before  enactment  of  the 
Animal  Drug  Amendments,  each  feed 
mill  manufacturing  a  medicated  feed 
was  required  to  file  an  NDA  contain¬ 
ing  authorization  from  the  sponsor  to 
refer  to  that  basic  NDA.  For  drugs 
covered  by  section  507  of  the  act  the 
requirement  that  a  Form  6  be  filed 
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was  waived  under  the  provisions  of 
that  section.  Feed  mills  that  manufac¬ 
ture  the  finished  feed  constitute  the 
final  step  in  the  commercial  distribu¬ 
tion  of  the  drug  product.  Accordingly, 
the  drug  company  holding  an  ap¬ 
proved  NDA  for  the  new  drug  would 
authorize  feed  mills  to  incorporate  the 
drug’s  basic  safety  and  effectiveness 
data  into  the  feed  mill’s  NDA  to  facili¬ 
tate  manufacture  of  the  medicated 
animal  feed.  Because  this  was  an  in¬ 
corporation  by  reference  of  the  data 
previously  found  to  be  satisfactory  by 
the  agency,  the  basic  application  was 
not  normally  reevaluated  for  each 
medicated  feed  application.  Neverthe¬ 
less,  the  overlapping  statutory  require¬ 
ments  and  regulations  added  confu¬ 
sion  and  delay  to  the  evaluation  pro¬ 
cess  without  contributing  to  consumer 
protection  or  otherwise  improving 
upon  the  conditions  of  the  safe  and  ef¬ 
fective  use  of  the  drug.  For  this 
reason.  Congress  amended  the  Federal 
Food,  Drug,  and  Cosmetic  Act  in  1968 
to  differentiate  between  new  animal 
drugs  that  are  intended  for  use  in  a 
manner  that  is  analogous  to  the  use  of 
drugs  in  humans,  which  are  regrulated 
solely  as  drugs,  and  new  animal  drugs 
intended  for  addition  to  animal  feeds 
and  in  effect  reformulated  by  feed 
mills,  which  are  regulated  as  both 
drugs  and  food  additives. 

The  congressional  intent  appears  to 
have  been  to  develop  a  new,  separate, 
expeditious  mechanism  for  reviewing 
and  regulating  animal  drugs,  particu¬ 
larly  those  used  in  medicated  animal 
feeds.  The  history  of  the  Animal  Drug 
Amendments  sets  forth  how  this  pro¬ 
cedure  is  to  function.  Initially,  a  drug 
company  is  required  to  demonstrate, 
via  adequate  and  well-controlled  inves¬ 
tigations,  that  the  finished  medicated 
feed  article  is  safe  and  effective  for 
use  in  animals.  When  a  new  animal 
drug  application  (NADA)  for  this  use 
fo  a  new  animal  drug  is  approved,  a 
regulation  reflecting  that  approval  is 
published  in  the  Federal  Register. 
The  manufacture  of  the  medicated 
feed  is  then  regulated  by  use  of  the 
medicated  feed  application  as  provided 
under  the  provisions  of  section  512(m) 
of  the  act  (21  U.S.C.  360b(m)).  This 
regulatory  machanism  is  analagous  to 
the  approach  developed  for  regulating 
food  additives,  color  additives,  and  cer¬ 
tifiable  antibiotics.  Perhaps  the  most 
difficult  task  in  effectively  regulating 
the  medicated  animal  feed  industry, 
however,  is  identifying  when  an  article 
is  a  medicated  animal  feed  covered  by 
sections  512  (b)  and  (m)  of  the  act  as 
opposed  to  an  animal  drug  covered 
solely  by  section  512(b)  of  the  act.  The 
dividing  line  is  difficult  to  establish, 
but  the  legislative  history  provides 
guidance.  This  indicates  that  (Congress 
was  concerned  primarily  with  expedit¬ 
ing  the  administrative  process  of  ap¬ 
proval  without  peopardizing  the  statu¬ 
tory  safety  requirements. 


’The  Senate  report  (Ref.  1)  identifies 
the  most  concentrated  medicated 
animal  feed  as  an  article  that  must  be 
diluted  in  a  ratio  of  1  to  100  per  ton  in 
an  animal  feed  for  safe  use.  This  is  de¬ 
fined  in  the  regulations  (21  CFR 
558.2(b)(4))  as  a  feed  premix.  A  premix 
is  subject  to  the  requirements  of  sec¬ 
tion  512(b)  of  the  act,  and  thus  re¬ 
quires  an  approved  NADA  before  it 
can  be  subsequently  remanufactured 
into  what  21  CFR  558.3  (b)  (1) 
through  (3)  defines  as  complete  feed, 
feed  supplements,  and  feed  concen¬ 
trates.  'These  definitions  were  promul¬ 
gated  by  the  Commissioner  in  the  Fed¬ 
eral  Register  of  July  29,  1964  (29  FR 
10506),  under  section  409  of  the  act  (21 
U.S.C.  348),  and  they  represent  an  at¬ 
tempt  to  facilitate  the  preclearance  of 
these  articles.  Moreover,  they  estab¬ 
lished  the  various  types  of  food  addi¬ 
tives  and  animal  feed  products  that 
were  applicable  to  the  use  of  drugs  in 
animal  feeds.  The  terms  were  defined 
on  the  basis  of  safety  considerations 
such  as  the  concentration  of  the  drug 
in  each  article,  the  intended  use  of 
that  article,  and  the  risk  of  harm  asso¬ 
ciated  with  ingesting  the  article  by  the 
animal  for  food  derived  from  the 
animal.  The  terms  also  represented 
what  the  agency  believed  to  be  the 
current  state  of  the  industry.  Since 
1964,  the  use  of  medicated  animal  feed 
and  the  nature  of  the  animal  drug  in¬ 
dustries  have  changed  substantially, 
as  have  the  types  of  additives  now 
used,  and  thus  the  regulations  no 
longer  reflect  the  terms  currently  used 
for  these  additives  in  actual  practice. 
Furthermore,  ambiguities  exist  in 
these  terms  as  defined  in  21  CFR  558.3 
and  the  meanings  as  used  in  the 
animal  feed  and  animal  drug  indus¬ 
tries.  For  these  reasons  the  Commis¬ 
sioner  is  proposing  to  redefine  the  ar¬ 
ticles  used  in  medicated  animal  feeds. 

I.  Basis  for  Proposed  Action 

Section  558.3  (21  CFR  558.3)  lists 
and  defines  the  feed  additive  articles 
as  complete  feed,  feed  supplement, 
feed  concentrate,  and  feed  premix. 
Ambiguities  have  arisen  because  these 
commonly  used  terms  have  different 
meanings  in  the  animal  health  field. 
To  the  animal  scientist  and  many 
others  in  the  industry,  a  “concentrate” 
is  a  concentrated  source  of  energy, 
e.g.,  certain  basal  feedstuffs  such  as 
corn,  soybeans,  or  milo.  On  the  other 
hand,  many  in  the  feed  industry, 
animal  drug  industry,  and  the  regula¬ 
tory  agencies  use  the  term  “concen¬ 
trate”  to  mean  a  concentrated  is  also 
known  as  an  intermediate  premix  or 
custom  premix  containing  only  drugs, 
vitamins,  and  minerals.  Thus,  a  con¬ 
centrate  for  feed  may  be  referred  to 
by  several  terms,  some  of  which  have 
different  meanings. 

Similarly,  a  supplement  is  known  by 
many  in  the  agricultural  industry  as 


an  article  of  feed  that  supplies  pro¬ 
tein,  vitamins,  or  minerals  to  animal 
diets.  These  diets  are  otherwise  nutri¬ 
tionally  complete.  Others  view  a  sup¬ 
plement  as  being  a  dilute  medicated 
feed  concentrate.  The  term  may  also 
be  used  to  refer  to  a  ‘supplemental 
medicated  feed  application. 

A  premix  refers  to  a  concentrated 
mix  of  any  ingredient  normally  added 
to  animal  feed.  It  thus  includes  drugs, 
nutrients,  and  other  substances.  They 
are  added  for  medicinal  or  nutritional 
purposes. 

In  addition  to  the  practical  difficul¬ 
ties  arising  from  the  various  interpre¬ 
tations  of  terms,  these  terms  are  no 
longer  consistent  with  the  current  in¬ 
dustry  practice,  which  complicates 
communication  and  regulation  in  the 
area.  New  forms  of  medicated  feed  ar¬ 
ticles,  such  as  liquid  feeds  and  blocks, 
have  been  developed  since  the  original 
definitions  were  established:  moreover, 
the  industry  has  expanded,  making 
different  types  of  drugs  and  using  dif¬ 
ferent  manufacturing  procedures  in 
larger  and  more  complex  feed  mills.  As 
a  result,  different  ingredients  and 
equipment  are  being  used  to  manufac¬ 
ture  medicated  feed  articles,  with  dif¬ 
ferent  intermediate  concentrations  of 
drugs.  Because  the  industry  has  grown 
exensively.  Food  and  Drug  Adminis¬ 
tration  has  had  to  increase  the  regula¬ 
tory  resources  in  the  medicated  animal 
feed  area.  This  has  occurred  while 
severe  strains  are  being  imposed  on 
the  agency’s  available  resources.  To 
improve  the  regulation  of  medicated 
animal  feeds  within  available  r(B- 
sources,  the  Commissioner  is  propos¬ 
ing  to  redefine  the  various  types  of 
medicated  feed  articles  to  conform  to 
the  current  state  of  the  art  and  to 
more  clearly  identify  when  a  medicat¬ 
ed  feed  article  requires  an  approved 
NADA  or  an  approved  medicated  feed 
application.  When  the  original  terms 
in  21  CFR  558.3  were  promulgated,  the 
American  Feed  Manufacturers  Associ¬ 
ation  (AFMA)  suggested  that  the 
medicated  feed  articles  be  designated 
by  letter.  The  commissioner  has  con¬ 
cluded  that  new  terms  are  now  neces¬ 
sary  and  that  the  nomenclature  pro¬ 
posed  by  AFMA  provides  a  practical 
system  for  clearly  denominating  the 
various  types  of  medicated  animal 
feeds.  Thus,  the  Commissioner  is  pro¬ 
posing  to  designate  the  currently  used 
medicated  feed  articles  as  Type  A, 
Type  B,  Type  C,  or  Type  D  medicated 
feed  articles,  depending  upon  the  con¬ 
centration  of  the  drug  in  the  article, 
its  intended  use,  and  its  nutritional 
content. 

II.  Proposed  Definitions 

A.  Type  A  medicated  feed  article. 
Under  the  proposed  new  definitions, 
the  most  concentrated  article  will  be 
designated  as  Type  A.  This  is  a  true 
drug  premix  for  medicating  animal 
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feed.  The  article  will  be  solely  for  use 
in  the  manufacture  of  other  medicated 
animal  feed  articles  (animal  feed  bear¬ 
ing  or  containing  a  new  animal  drug), 
and  it  will,  of  course,  be  limited  to  use 
solely  in  accordance  with  its  approved 
labeling.  It  will  consist  principally  of  a 
new  animal  drug  in  a  diluent  (carrier 
substance),  and  it  must  be  further  di¬ 
luted  with  nutrient  material  to  pro¬ 
duce  either  a  Type  B,  C,  or  D  medicat¬ 
ed  feed  article. 

A  proposed  Type  A  medicated  feed 
article  te  comparable  to  the  present 
“feed  additive  premix.”  In  the  current 
regulations,  a  “premix”  must  be  dilut¬ 
ed  so  that  not  more  than  100  poimds 
of  the  article  is  added  to  a  basic  feed 
to  produce  one  ton  of  a  medicated 
animal  feed,  and  this  feed  must  have 
been  shown  to  be  safe  and  effective  in 
accordance  with  section  512(b)  of  the 
act  for  its  labeled  drug  use.  In  such 
premixes,  a  large  quantity  of  <»rrier 
substances  is  required.  The  premix  is 
then  mixed  with  basic  nutrient  feed(s) 
to  produce  the  medicated  animal  feed. 
It  is,  however,  no  longer  economically 
feasible  to  manufacture  a  premix  that 
requires  a  large  volume  of  carrier,  for 
example,  90  to  95  pounds  of  calcium 
carbonate.  A  premix  that  is  more  con¬ 
centrated  and  compact  results  in  sav¬ 
ings  to  users  through  reduced  han¬ 
dling  and  storage  costs.  Currently 
manufactured  drug  premixes  are  more 
concentrated,  requiring  greater  dilu¬ 
tion.  Today,  seldom  more  than  1  to  5 
pounds  of  premix  are  required  to  be 
added  per  ton  of  the  nutrient  ingredi¬ 
ent  to  produce  a  finished  feed. 

The  proposed  definition  of  a  Type  A 
medicated  feed  article  and  the  require¬ 
ments  for  approval  of  its  NADA  have 
been  develop  to  cover  the  regulatory 
problems  that  may  arise  from  this  cur¬ 
rent  trend  in  the  medicated  feed  in¬ 
dustry.  Accordingly,  the  Commissioner 
has  concluded  that  the  requirements 
being  proposed  are  necessary  to  assure 
that  the  use  of  a  Type  A  medicated 
feed  article  will  be  restricted  to  those 
conditions  for  which  evidence  has 
been  submitted  showing  that  the  new 
animal  drug  is  safe  and  effective  as 
used  in  its  final  concentration  in 
Types  C  and  D  medicated  feed  articles 
intended  for  use  in  finished  feeds 
whether  manufactimed  directly  or 
through  a  Type  B  article. 

The  NADA  for  a  Type  A  medicated 
feed  article  must  include  evidence  that 
all  Type  B,  C,  and  D  medicated  feed 
articles  manufactured  from  it,  wheth¬ 
er  directly  or  through  a  Type  B  arti¬ 
cle,  are  safe  when  used  as  directed.  In 
addition,  the  NADA  must  include  ade¬ 
quate  and  well-controlled  investiga¬ 
tions  demonstrating  that  such  Type  C 
and  D  medicated  feed  articles  are  ef¬ 
fective  whether  manufactured  directly 
or  through  a  Type  B  article.  The 
NADA  must  also  include  manufactur¬ 
ing  and  stability  data  of  the  feed  com¬ 


ponents  and  the  finished  feed  itself. 
This  information  is  required  for  all 
new  animal  drugs  under  section  512(b) 
of  the  act.  Finally,  the  NADA  must  in¬ 
clude  representative  labeling  for  all  ar¬ 
ticles  manufactured  from  the  Type  A 
article. 

When  the  Type  A  article  and  the 
other  medicated  feed  articles  (Types 
B,  C,  and  D)  manufactured  from  it 
have  been  shown  to  be  safe  and  effec¬ 
tive  under  their  labeled  conditions  of 
use  in  accordance  with  the  require¬ 
ments  of  section  512  of  the  act  and  the 
applicable  regulations,  the  NADA  will 
be  approved.  Notice  of  the  approval 
and  any  applicable  restrictions  and 
conditions  of  use  will  be  published  in 
the  Federal  Register  in  accordance 
with  section  512(i)  of  the  act  (21 
U.S.C.  360b(i)).  Consequently,  a  Type 
A  medicated  feed  article  requires  an 
approved  NADA  and  must  be  shipped 
in  accordance  with  section  512(a)(1)  of 
the  act  and  21  CFR  510.7. 

B.  Type  B  medicated  feed  article. 
The  proposed  Type  B  medicated  feed 
article  will  be  an  animal  feed  bearing 
or  containing  a  new  animal  drug  that 
is  intended  for  further  manufacturing 
of  other  medicated  feed  articles  (other 
B’s,  C's,  or  D’s)  only.  The  article  will 
consist  of  a  new  animal  drug(s)  ap¬ 
proved  under  section  512  (b)  as  a  Type 
A  medicated  feed  article,  a  carrier,  and 
essential  nutrients  that  are  intended 
for  nutritional  use  in  subsequently 
manufactured  medicated  feed  slides. 
A  proposed  Type  B  medicated  feed  ar¬ 
ticle  will  conform  to  the  statutory 
definition  of  animal  feed  because  it 
contains  substantial  source  of  nutri¬ 
ents  and  is  intended  for  use  as  such  in 
an  animal’s  diet.  Before  the  article  can 
be  used  in  the  feed  of  animals,  howev¬ 
er,  it  must  be  substantially  diluted 
with  a  nutrient  substance  to  form  a 
Type  C  or  D  medicated  feed  article. 
The  determinant  for  differentiating 
between  the  Type  B  and  the  other 
medicated  feed  articles  will  be  the 
maximum  amount  of  the  Type  B 
medicated  feed  article  that  may  be 
added  per  ton  of  animal  feed  to  pro¬ 
duce  a  safe  and  effective  Type  C  or  D 
medicated  feed  article.  This  is  a  direct 
function  of  the  concentration  of  the 
new  animal  drug  and  the  essential  nu¬ 
trients  in  the  Type  B  medicated  feed 
article  and  the  potential  for  that  drug 
to  produce  unsafe  (above  tolerance) 
residues  if  the  article  is  inadvertently 
fed  to  animals.  There  is  no  absolute 
weight  limit  on  these  articles  because 
each  has  specific  residue-producing 
characteristics,  and  these  safety  char¬ 
acteristics  and  any  other  proposed 
weight  limits  are  specifically  assessed 
in  the  NADA  approval  process  in  re¬ 
viewing  the  Type  A  medicated  feed  ar¬ 
ticle.  These  limitations  are  then  pub¬ 
lished  in  21  CFR  Part  558  as  special 
consideration  for  use  of  the  T^e  A 
medicated  feed  article.  In  addition  to 


being  diluted  to  a  Type  C  or  D  article, 
a  Type  B  medicated  feed  article  con¬ 
taining  a  new  animal  drug  and  essen¬ 
tial  nutrients  can  be  further  diluted  to 
yield  another  Type  B  article  that  may 
contain  an  additional  new  animal  drug 
approved  as  a  Type  A  or  Tsqje  B  medi¬ 
cated  feed  article,  or  other  essential 
nutrients.  Again,  the  concentration  of 
the  new  animal  drug(s)  and  the  ability 
of  that  article  to  produce  unsafe  resi¬ 
dues  will  be  the  basis  for  establishing 
the  distinction  between  Type  B  and 
Types  C  and  D  articles. 

The  NADA  for  the  Type  A  medicat¬ 
ed  feed  article  must  contain  evidence 
showing  that  the  finished  medicated 
feed  articles  produced  therefrom  are 
safe  and  effective.  If  some  vitamins, 
minerals,  or  other  essential  nutrients 
in  the  Type  B  article  are  intended  for 
use  as  a  drug  in  the  animal  feed,  the 
NADA  for  the  Type  A  article  from 
which  it  is  manufactured  must  contain 
evidence  showing  that  the  finished 
feeds  satisfy  the  combination  animal 
drug  policy  in  §  514.1(b)(8)(v)  (21  CFR 
514.1(b)(8)(v)),  i.e.,  the  combination  is 
more  effective  than  the  individual  in¬ 
gredients  used  alone. 

The  Type  B  medicated  feed  article 
will  be  similar  to  the  present  “feed 
concentrate.”  The  definition  of  the 
Type  B  article,  however,  has  been  re¬ 
vised  to  encompass  intermediate  pre¬ 
mixes.  Intermediate  premixes  are 
manufactured  by  adding  essential  nu¬ 
trients  to  new  animal  drug  premixes. 
Many  manufacturers  contend  that 
these  intermediate  premixes  are  not 
new  animal  drugs  since  with  the  addi¬ 
tion  of  the  essential  nutrients  these 
articles  satisfy  the  statutory  definition 
of  animal  feed.  Because  these  manu¬ 
facturers  of  intermidlate  premixes  do 
not  make  finished  medicated  feeds, 
they  contend  that  they  are  not  re¬ 
quired  to  file  medicated  feed  applica¬ 
tions.  The  mecnanism  that  will  be  es¬ 
tablished  by  this  proposal  to  regulate 
those  ostensibly  hybrid  articles  will 
expand  the  agency’s  ability  to  monitor 
and  regulate  these  manufacturers. 

The  agency’s  primary  regulatory 
concern  in  the  medicated  animal  feed 
area  is  the  assurance  that  human  food 
derived  from  animals  fed  medicated 
animal  feed  is  safe.  In  the  field,  the  re¬ 
sources  available  to  monitor  animal 
feeds  are  principally  directed  at  the 
feed  miUs  that  manufacture  finished 
medicated  feeds.  For  this  reason,  man¬ 
ufacturers  of  the  intermediate  pre¬ 
mixes  have  been  able  to  avoid  exten¬ 
sive  regulatory  scrutiny.  These  pro¬ 
posed  revised  definitions  will  bring  the 
manufacturers  of  these  articles  to  the 
direct  attention  of  the  agency  and  fa¬ 
cilitate  application  of  the  current  reg¬ 
ulatory  programs  to  them.  This  will 
also  aid  the  regulatory  effort  against 
the  manufactvire  of  these  articles 
during  a  time  of  limited  availability  of 
agency  resources.  Because  a  Type  B 
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medicated  feed  article  by  definition 
will  contain  both  new  animal  drugs 
and  essential  nutrients,  it  will  comply 
with  the  statutory  definition  of  animal 
feed.  Manufacturers  of  these  articles 
now  have  specific  notice  that  they 
must  file  a  medicated  feed  application 
(Form  FD-1800)  for  each  such  article. 
In  the  medicated  feed  application,  the 
manufacturer  must  cite  the  regulation 
under  section  5123(i)  of  the  act  and 
other  evidence  that  establishes  the 
safety  and  effectiveness  of  the  article 
before  the  application  can  be  ap¬ 
proved. 

The  basic  medicated  feed  application 
will  concurrently  be  amended  to  re¬ 
flect  the  agency’s  revised  program  con¬ 
cerning  manufacturers  of  the  Type  B 
articles.  The  current  application  re¬ 
quires  the  following  basic  information: 

1.  Name  and  address  of  the  appli¬ 
cant: 

2.  The  registration  nuu^ber  and  last 
date  of  registration  of  each  mill  as  as¬ 
signed  pursuant  to  section  510  of  the 
act; 

3.  Whether  the  submission  is  an 
original  or  supplemental  application; 

4.  Identification  of  the  drug(s)  or 
premix  used  by  name,  potency,  and 
manufactxirer; 

5.  The  species  of  animal(s)  for  which 
the  medicated  feed  is  intended; 

6.  The  form  of  feed  to  be  produced, 

i.e.,  mash,  meal,  crumbles,  pellets, 
liquid,  or  other; 

7.  Whether  the  feed  is  to  be  pack¬ 
aged  in  bag  or  bulk; 

8.  Whether  the  feed  is  for  sale  or 
own  use; 

9.  The  brand  name  of  the  medicated 
feed,  name  of  the  drug(s)  and  finished 
level  in  feed,  and  amount  of  drug(s)  or 
premix  per  ton; 

10.  Identification  of  the  regu- 
lation(s)  foimd  in  Part  558  (21  CFR 
Part  558)  and  published  pursuant  to 
section  512(i)  of  the  act  on  which  the 
request  for  approval  of  the  medicated 
feed  is  based; 

11.  Whether  the  attached  labeling  is 
in  draft  or  final  printed  form; 

12.  A  statement  of  minimum  and 
maximum  assay  permitted  from  the 
labeled  amount  of  the  drug; 

13.  If  the  application  provides  for 
manufacture  of  a  medicated  feed  bear¬ 
ing  or  containing  a  new'  animal  drug 
subject  to  the  certification  provisions 
of  section  512(n)  of  the  act,  the  appro¬ 
priate  fee  as  set  forth  in  21  CFR 
514.80; 

14.  Identification  of  the  authorized 
agent; 

15.  Applicant’s  name,  title,  and  sig¬ 
nature  of  responsible  individual,  and 
date. 

Type  B  medicated  feed  articles  will 
be  limited  to  further  manufacturing 
purposes  only  and  will  contain  concen¬ 
trated  new  animal  drugs  and  essential 
nutrients.  The  latter  includes  vitamins 
and  minerals  in  addition  to  other  es¬ 


sential  nutrients.  Such  ingredients 
must  be  covered  either  by  a  GRAS 
regulation,  a  food  additive  regulation, 
or  if  intended  for  therapeutic  use,  by 
an  approved  NADA.  Because  the  arti¬ 
cle  will  have  very  concentrated  levels 
of  active  ingredients,  it  is  necessary  to 
increase  the  assurance  that  the  arti¬ 
cles  contain  the  precisely  labeled 
amount  of  the  new  animal  drug  and 
essential  nutrients.  Only  a  minor  devi¬ 
ation  from  the  required  content  may 
result  in  considerable  variations  of 
concentration  in  medicated  feed  arti¬ 
cles  that  are  manufactured  from  the 
Type  B  articles.  For  this  reason, 
random  assays  must  be  conducted 
more  frequently  for  Type  B  articles 
than  for  other,  less  concentrated  medi¬ 
cated  feed  articles  (Types  C  and  D), 
The  medicated  feed  application  for 
the  manufacture  of  a  Type  B  medicat¬ 
ed  feed  article,  therefore,  must  also 
contain  the  following  additional  infor¬ 
mation; 

1.  The  master  or  batch  formula  used 
in  the  manufacture  of  the  Type  B 
medicated  feed  article.  The  batch  for¬ 
mula  shall  provide  for  use  of  only  rec¬ 
ognized  or  approved  feed  ingredients; 

2.  Appropriate  labeling  providing 
adequate  directions  for  the  manufac¬ 
ture  and  use  of  other  Type  B,  C,  and/ 
or  D  medicated  feed  articles; 

3.  A  description  of  manufacturing  fa¬ 
cilities,  including  mixing  time,  equip¬ 
ment  used,  and  the  personnel  respon¬ 
sible  for  the  manufacturing  oper¬ 
ations; 

4.  Identification  of  any  lot  or  batch 
numbering  system  used  in  the  manu¬ 
facturing,  processing,  packaging,  and 
labeling  of  the  Type  B  medicated  feed 
article; 

5.  A  commitment  to  perform  repre¬ 
sentative  assays,  with  results  of  assay 
being  within  the  established  assay 
limit,  on  the  first  three  batches  of  the 
Type  B  article  manufactured,  addi¬ 
tional  samplings  to  be  assayed  at 
random  intervals  representing  5  per¬ 
cent  of  the  annual  production  of  each 
Type  B  medicated  feed  article  covered 
by  the  application.  The  reports  of 
assay  shall  be  kept  on  the  premises  for 
not  less  than  1  year  after  the  date  of 
shipment  of  the  medicated  feed. 

The  applicable  regulations  will  be 
amended  accordingly. 

When  the  medicated  feed  applica¬ 
tion  is  approved  for  a  Type  B  medicat¬ 
ed  feed  article,  the  holder  of  that  ap¬ 
proved  application  must  then  comply 
with  the  other  requirements  imposed 
by  the  statute  and  regulations.  Manu¬ 
facturers  of  Type  B  articles  may  sell 
them  only  in  conformance  with  sec¬ 
tion  512(a)(1)  of  the  Act  and  21  CFR 
Part  558.  Finally,  the  new  animal 
drugs  in  the  articles  are  covered  by  ap¬ 
proved  NADA’s,  which  contain  evi¬ 
dence  demonstrating  their  safety  and 
effectiveness;  and  the  primary  prob¬ 
lems  associated  with  intermediate  pre¬ 


mixes  are  independent  of  the  ques¬ 
tions  about  basic  safety  and  effective¬ 
ness.  The  problems  concern  the  ability 
to  assure  that  these  articles  are  prop¬ 
erly  formulated  and  manufactured  to 
maintain  their  purity,  stability,  and 
potency  so  as  to  be  safe  and  effective 
when  formulated  into  finished  medi¬ 
cated  animal  feed  as  directed  by  the 
approved  labeling.  On  that  basis,  the 
Commissioner  is  proposing  to  redefine 
types  of  ingredients  used  in  medicated 
animal  feeds  to  regulate  intermediate 
premixes  as  Type  B  medicated  feed  ar¬ 
ticles  under  section  512(m)  of  the  act 
rather  than  section  512(b). 

Because  this  is  merely  a  proposal 
that  will  be  subject  to  public  comment 
and  potential  revision,  the  exact  terms 
of  the  final  order  cannot  be  forecast: 
therefore,  the  Commissioner  con¬ 
cludes  that  current  policy  for  interme¬ 
diate  premixes  should  continue:  Inter¬ 
mediate  premixes  are  subject  to  the 
provisions  of  section  512(b)  of  the  act. 
The  manufacturers  of  intermediate 
premixes  containing  certain  antibac¬ 
terials  were  exempted  from  the  re¬ 
quirement  for  filing  an  NADA  and  cer¬ 
tain  data  under  §558.15  (21  CFR 
558.15);  however,  the  Commissioner 
will  prepare  proposals  to  deal  sepa¬ 
rately  with  those  articles  as  he  con¬ 
cludes  the  Antibiotics  in  Animal  Feeds 
Program.  Moreover,  to  assure  an  or¬ 
derly  transition  period,  the  Commis¬ 
sioner  will  outline  an  implementation 
program  for  filing  the  appropriate  ap¬ 
plications  for  Type  B  medicated  feed 
articles  in  the  final  order.  Tentatively, 
he  anticipates  permitting  a  period  of 
90  days,  following  the  promulgation  of 
the  final  order,  for  the  submission  of 
the  appropriate  medicated  feed  appli¬ 
cations  for  the  manufacture  of  the 
Type  B  medicated  feed  article,  unless 
it  is  determined  that  the  Type  B  medi¬ 
cated  feed  article  is  not  required  to 
comply  with  the  provisions  of  section 
512(m)  of  the  act.  Under  section 
512(m)(2)  of  the  act,  the  agency  then 
has  90  days  to  review  and  approve,  if 
appropriate,  that  application.  This  is 
essentially  a  180-day  implementation 
period.  The  Commissioner  w-ill  then 
also  provide  a  similar  implementation 
period  for  filing  and  approving  the  ap¬ 
propriate  applications  for  the  manu¬ 
facture  of  Types  C  and  D  medicated 
feed  articles  from  Type  B  articles. 

C.  Type  C  medicated  feed  article.  A 
proposed  Type  C  medicated  feed  arti¬ 
cle  is  also  a  medicated  animal  feed 
bearing  or  containing  a  new  animal 
drug.  It  will  be  produced  by  substan¬ 
tially  diluting  a  Type  A  or  Type  B 
medicated  feed  article  with  other  feed 
ingredients  to  a  level  for  a  use  that  is 
covered  by  an  approved  NADA.  A 
Type  C  article  may  have  two  intended 
uses.  It  may  be  further  diluted  or 
mixed  to  produce  Type  D  medicated 
feed  articles,  i.e.,  a  complete  feed;  or  it 
may  be  fed  top  dressed,  imdiluted,  or 
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offered  free-choice  in  conjunction 
with  other  animal  feed  to  supplement 
the  animal’s  total  daily  ration.  The 
Type  C  article  does  not  contain  the 
animal's  complete  source  of  nutrients. 
When  a  proposed  Type  C  article  is  fed 
tmdiluted,  or  offered  free-choice  in 
amounts  not  less  than  one-half  poimd 
per  head  per  day  and  with  other  parts 
of  the  ration  separately  available,  e.g., 
when  spread  over  silage,  the  article 
shall  not  produce  residues  in  food 
from  food-producing  animals  that  are 
unsafe  within  the  meaning  of  section 
512  of  the  act.  This  article  is  similar  to 
the  current  "feed  supplement,”  and 
the  manufacture  of  Type  C  articles 
will  require  a  medicated  feed  applica¬ 
tion  approved  under  section  512(m)  of 
the  act  unless  otherwise  specified,  and 
the  use  of  the  new  animal  drug  must 
be  covered  by  a  regulation  published 
in  21  CFR  Part  558.  Any  use  approved 
prior  to  the  effective  date  of  these  re¬ 
vised  definitions  providing  for  admin¬ 
istration  of  less  than  one-half  pound 
per  head  per  day  must  be  the  subject 
of  a  supplemental  application  revising 
the  conditions  of  use  to  conform  to 
the  definition  of  the  Type  C  medicat¬ 
ed  feed  article. 

D.  Type  D  medicated  feed  article.  A 
Type  D  medicated  feed  article  will  be 
essentially  identical  to  the  current 
"complete  feed.”  It  will  be  for  adminis¬ 
tration  as  the  sole  ration  to  an  animal. 
Therefore,  Type  D  medicated  feed  ar¬ 
ticles  will  contain  the  animal’s  total 
supply  of  essential  nutrients  (exclud¬ 
ing  hay  and  water)  in  addition  to  the 
new  animal  drug.  'Type  D  articles  will 
be  manufactured  by  diluting  Types  A, 
B,  or  C  medicated  feed  articles  with 
basic  animal  feed  to  provide  the 
animal  feed  to  provide  the  animal  with 
its  complete  ration.  The  manufacture 
of  Type  D  articles  will  require  approv¬ 
al  of  a  medicated  feed  application 
imder  section  512(m)  of  the  act  (21 
U.S.C.  360b(m)),  imless  otherwise 
specified,  and  use  of  the  new  animal 
drug  in  the  finished  feed  must  be  cov¬ 
er^  by  a  regulation  published  in  21 
CFR  Part  558. 

in.  Production  Classes  and 
Definitions 

The  Commissioner  is  also  proposing 
to  redefine  terms  pertaining  to  the 
various  production  classes  of  animals 
in  the  livestock  and  poultry  industries. 
These  industries  also  have  vastly  ex¬ 
panded  over  the  past  decade  as  they 
have  developed  sophisticated  tech¬ 
niques  for  growing  animals  faster  and 
more  efficiently.  The  classes  listed  in 
21  CRF  558.3  do  not  include  many  of 
the  now  common  production  classes  of 
poultry,  swine,  and  cattle,  nor  are  defi¬ 
nitions  of  the  terms  consistent  with 
the  contemporary  meanings.  New 
animal  drug  applications  are  filed  and 
approved  with  labeling  directed  at  the 
contemporary  livestock  practies.  For 


this  reason,  the  Commissioner  is  pro¬ 
posing  to  revise  the  terms  and  defini¬ 
tions  to  conform  with  current  live¬ 
stock  and  poultry  practice  (Refs.  7-9). 

V.  Conforming  Amendments 

Revising  the  definitions  of  medicat¬ 
ed  feed  articles  and  production  classes 
of  animals  has  a  substantial  impact  on 
numerous  other  regulations  in  the  new 
animal  drug  area.  Those  affected  regu¬ 
lations  must  be  amended  to  permit  ra¬ 
tional  effective  regulation  in  this  area. 

A.  Section  SOl.llO  Animal  feed  la¬ 
beling;  collective  names  for  feed  ingre¬ 
dients  i21  CFR  501.110).  The  section, 
promulgated  under  section  402(i)(2)  of 
the  act  (21  U.S.C.  342(i)(2)),  permits 
the  use  of  collective  names  for  feed  in¬ 
gredients  in  lieu  of  listing  each  feed 
ingredient  by  its  common  or  usual 
name  and  in  decreasing  order  of  pre¬ 
dominance  as  required  by  21  CFR 
501.4.  The  regulation  was  promulgated 
for  the  convenience  Of  the  parties  in¬ 
volved  and  in  recognition  of  the  terms 
of  the  art  used  by  industry.  At  pre¬ 
sent,  §501.110  exempts  all  animal  feed 
intended  solely  for  use  in  livestock  and 
poultry  from  the  requirements  of 
§501.4  when  the  feed  conforms  to 
other  criteria  as  set  forth  in  §501.110. 
A  proposed  Type  B  medicated  feed  ar¬ 
ticle  may  be  used  only  for  the  manu¬ 
facture  of  other  Type  B,  or  C,  or  D  ar¬ 
ticles.  The  Commissioner  has  found, 
however,  that  full  ingredient  informa¬ 
tion  on  the  compostion  of  the  Tsrpe  B 
articles  Is  necessary  for  the  manufac¬ 
turers  of  Type  B,  C,  and  D  medicated 
feet  articles.  He  is  proposing  to  amend 
the  regulation  to  require  that  Type  B 
articles  list  all  ingredients  by  their 
common  or  usual  name  in  decreasing 
order  of  predominance  as  required  by 
§501.4. 

B.  Prior  registration.  Under  21  CFR 
207.20(c),  manufacturers  of  both  new 
animal  drugs  and  medicated  animal 
feeds  must  register  pursuant  to  section 
510  of  the  act  (21  U.S.C.  360),  and  the 
registration  is  required  prior  to  ap¬ 
proval  of  any  NADA’s  or  medicated 
feed  applications.  Currently,  only 
manufactvu*ers  of  new  animal  drugs 
and  premixes  are  required  to  submit  a 
list  of  the  drugs  they  commercially 
distribute  under  21  CFR  207.20(a); 
manufacturers  of  medicated  animal 
feeds  are  exempt  from  this  require¬ 
ment  by  section  510(g)(4)  of  the  act 
(21  U.S.C.  360(g)(4)).  Under  the  new 
proposed  definitions,  the  information 
currently  made  available  through  drug 
listing  will  no  longer  be  required  for 
Type  B  articles  because  they  will  be 
medicated  animal  feeds,  but  the  iden¬ 
tical  information  previously  obtained 
through,  drug  listing  will  be  available 
through  the  submission  of  a  medicat¬ 
ed  feed  application  (Form  FD-1800). 

C.  Assays.  The  laboratory  control 
section  of  the  current  good  manufac¬ 
turing  practice  regulations  for  medi¬ 


cated  animal  feeds  (21  CFR  225.58)  re¬ 
quires  periodic  assays  for  drug  content 
of  the  medicated  animal  feeds  being 
manufactured  at  each  feed  mill.  This 
was  in  lieu  of  the  assay  requirements 
that  the  Commissioner  concludes  are 
necessary  for  assuring  the  safe  manu¬ 
facture  of  Type  B  medicated  feed  arti¬ 
cles.  Therefore,  the  Commissioner  is 
proposing  to  amend  this  section  to  re¬ 
quire  a  more  rigorous  assay  schedule 
for  manufacturers  of  Type  B  articles 
than  required  for  type  C  and  D  arti¬ 
cles. 

D.  Applications.  In  21  CFR  514.1, 
the  formal  procedures  for  filing  an 
NADA  under  section  512(b)  of  the  act 
are  prescribed.  The  Commissioner  is 
proposing  to  amend  §  514.1  to  require 
that  the  applicant  file  all  information 
necessary  to  determine  that  a  medicat¬ 
ed  feed  article  is  to  be  manufactured 
from  a  new  animal  drug  covered  by  an 
approved  NADA  and  that  it  will  be 
safe  and  effective.  For  this  reason,  an 
NADA  for  a  Type  A  medicated  feed  ar¬ 
ticle  must  include  representative  label¬ 
ing  of  medicated  feed  articles  intended 
to  be  produced  from  it.  Therefore,  he 
proposes  to  amend  §514.1(b)(3)(v)(b) 
accordingly. 

In  addition,  a  Type  B  medicated  feed 
article  may  contain  nutrients  from  a 
number  of  sources  of  concentrated 
protein,  vitamins,  and  minerals.  Be¬ 
cause  of  the  possible  interactions 
among  the  added  ingredients  and  be¬ 
tween  these  ingredients  and  the  new 
animal  drug,  the  Commissioner  has 
concluded  that  the  stability  of  the 
drug  must  be  established  in  represen¬ 
tative  formulations  of  Type  E  medicat¬ 
ed  feed  articles.  Therefore,  the  Com¬ 
missioner  is  also  proposing  to  amend 
§  514.1(b)(5)(x)  to  require  that  the 
NADA  include  data  or  commitments 
to  provide  stability  data  covering  rep¬ 
resentative  formulations  of  Type  B,  C, 
and  D  medicated  feed  articles. 

E.  Return  of  applications.  Section 
558.4  (21  CFR  558.4)  provides  that 
medicated  feed  applications  will  be  re¬ 
turned  by  the  agency,  i.e.,  the  Bureau 
of  Veterinary  Medicine,  without 
review  if  there  is  no  regulation  estab¬ 
lished  in  Part  558  that  would  provide  a 
basis  for  its  approval.  The  Commis¬ 
sioner  is  proposing  a  new  section, 
§514.112  Return  of  applications  for 
animal  feeds  bearing  or  containing 
new  animal  drugs,  which  incorporates 
the  provisions  of  the  current  §558.4 
Approval  of  new  animal  drug  applica¬ 
tions  for  medicated  feeds. 

F.  New  feed  terms.  AH  new  animal 
drugs  approved  for  use  in  animal  feeds 
are  codified  in  Subpart  B  of  21  CFR 
Part  558.  The  proposed  definitions  of 
medicated  feed  articles  will  require  re¬ 
vision  of  the  regulations  to  reflect  the 
use  of  the  new  feed  terms.  The  com¬ 
missioner  is  proposing  to  amend  this 
subpart  accordingly. 

The  Commissioner  has  carefully 
considered  the  environmental  effects 
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of  the  proposed  regulation  and  be¬ 
cause  the  proposed  action  would  not 
significantly  affect  the  quality  of  the 
human  environment,  has  concluded 
that  an  environmental  impact  state¬ 
ment  is  not  required.  A  copy  of  the 
FDA  environmental  impact  assess¬ 
ment  is  on  file  with  the  Hearing  Clerk, 
Food  and  Drug  Administration. 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  512, 
701(a),  52  Stat.  1055,  82  Stat.  343-351 
(21  U.S.C.  360b,  371(a))  and  imder  au¬ 
thority  delegated  to  the  Conunissioner 
(21  CFH  5.1),  it  is  proposed  that  Parts 
207,  210,  225,  501,  510,  514,  and  558  be 
amended  as  follows: 

PART  207— REGISTRATION  OF  PRODUCERS  OF 

DRUGS  AND  LISTING  OF  DRUGS  IN  COM- 

MERQAL  DISTRIBUTION 

§  207.20  [Amended] 

1.  Section  207.20  Who  must  register 
and  submit  a  drug  list  is  amended  in 
paragraph  (a)  by  revising  the  text  in 
the  last  parenthetical  statement  to 
read  “(including  a  Type  B,  C,  or  D 
medicated  feed  article  as  defined  in 
§  558.3  of  this  chapter)”. 

PART  210— CURRENT  GOOD  MANUFACTUR¬ 
ING  PRACTICES  IN  MANUFACTURING,  PRO¬ 
CESSING,  PACKING,  OR  HOLDING  OF 

DRUGS:  GENERAL 

2.  In  §210.3,  paragraphs  (c)  (1)  and 
(2)  are  revised  to  read  as  follows: 

§  210.3  Deflnitions. 

•  •  «  •  « 

(c)  •  •  • 


(1)  The  term  “medicated  feed” 
means  any  Type  B,  C,  or  D  medicated 
feed  article  as  defined  in  §  558.3  of  this 
chapter.  The  feed  contains  one  or 
more  drugs  as  defined  in  section  201(g) 
of  the  act.  The  manufacture  of  medi¬ 
cated  feeds  is  subject  to  the  require¬ 
ments  of  Part  225  of  this  chapter. 

(2)  The  term  “medicated  premix” 
means  a  Type  A  medicated  feed  article 
as  defined  in  §558.3  of  this  chapter. 
The  article  contains  one  or  more  drugs 
as  defined  in  section  201(g)  of  the  act. 
The  manufacture  of  medicated  pre¬ 
mixes  is  subject  to  the  requirements  of 
Part  226  of  this  chapter. 

•  •  *  •  • 

PART  225— CURRENT  GOOD  MANUFACTUR¬ 
ING  PRACTICE  FOR  MEDICATED  FEEDS 

3.  In  §225.58,  by  revising  the  first 
sentence  of  both  paragraphs  (b)(1) 
and  (b)(2),  and  by  adding  paragraph 
(b)(3),  to  read  as  follows:  . 

§  225.58  Laboratory  controls. 

•  •  •  •  * 

(b)  •  •  • 

(1)  For  Type  C  and  D  medicated 
feed  articles  requiring  approved  Medi¬ 
cated  Feed  Applications  (Form  FD- 
1800)  for  their  manufacture  and  mar¬ 
keting.  •  •  • 

(2)  For  Type  C  and  D  medicated 
feed  articles  not  requiring  approved 
Medicated  Feed  Applications  (Form 
FD-1800)  for  their  manufacture  and 
marketing.  •  •  • 

(3)  For  all  Type  B  medicated  feed  ar¬ 
ticles,  assays  of  the  first  three  batches 
manufactured,  followed  thereafter  by 
assay  of  random  representative  sam¬ 
ples  of  not  less  than  5  percent  of  the 
annual  production  of  each  batch  pro¬ 
duced.  The  samples  shall  be  collected 
and  assayed  by  approved  official 
methods.  When  any  batch  does  not 
assay  within  limitations,  each  subse¬ 
quent  batch  shall  be  assayed  until  five 
consecutive  batches  are  within  limita¬ 
tions.  Reports  of  assay  shall  be  kept 
on  the  premises  for  not  less  than  1 
year  after  the  date  of  shipment  of  the 
medicated  feed. 

*  *  «  •  * 

PART  226— CURRENT  GOOD  MANUFACTUR¬ 
ING  PRACTICE  FOR  MEDICATED  PREMIXES 

§  226.58  [Amended] 

4.  In  §  226.58  Laboratory  controls,  by 
deleting  paragraph  (c)(2)  and  desig¬ 
nating  it  “reserved.” 

PART  501— ANIMAL  FOOD  LABELING 

5.  In  §  501.110,  by  revising  paragraph 
(a)(1)  to  read  as  follows: 

§501.110  Animal  feed  labeling;  collective 

names  for  feed  ingredients. 

(a)  •  •  • 


(l)  The  animal  feed  is  a  Type  C  or  D 
medicated  feed  article  as  defined  in 
§  558.3  of  this  chapter  and  is  intended 
solely  for  animal  use. 

•  •  •  •  V 

PART  510— NEW  ANIMAL  DRUGS 

In  §  510.3,  by  adding  new  paragraph 
(m)  to  read  as  follows: 

§  510.3  Definitions  and  interpretations. 

•  *  •  »  » 

(m)  The  following  terms  apply  to 
various  production  classes  of  animals: 

(1)  In  poultry  (i)  “Broiler  chickens” 
and  “fryer  chickens”  are  synonymous 
and  denote  chickens  marketed  for 
meat  purposes  only,  usually  at  6  to  9 
weeks  of  age. 

(ii)  “Roaster  chickens”  are  chickens 
marketed  for  meat  purposes  only,  usu¬ 
ally  at  9  to  14  weeks  of  age. 

(iii)  “Replacement  chickens”  are 
chickens  being  raised  for  the  pilose 
of  replacing  egg-producing  chickens 
only. 

(iv)  “Laying  chickens”  are  chickens 
producing  eggs  for  food  only. 

(V)  “Breeding  chickens”  are  chickens 
producing  eggs  for  hatching  purposes 
only. 

(vl)  “Fryer-roaster  turkeys”  are  tur¬ 
keys  of  either  sex  marketed  for  meat 
purposes  only,  usually  at  12  to  17 
weeks  of  age. 

(vii)  “Yoimg  hen  or  tom  turkeys” 
are  turkeys  marketed  for  meat  pur¬ 
poses  only,  usually  at  17  to  26  weeks  of 
age. 

(viii)  “Replacement  turkeys”  are  tur¬ 
keys  being  raised  for  the  purpose  of 
replacing  breeding  turkeys  only. 

(ix)  “Breeding  turkeys”  are  turkeys 
producing  eggs  for  hatching  purposes 
only. 

(2)  In  swine,  (i)  “Prestarting  swine” 
are  swine  that  weigh  between  5  and  10 
pounds. 

(ii)  “Starting  swine”  are  swine  that 
weigh  between  11  and  40  pounds. 

(iii)  “Growing  swine”  are  swine  that 
weigh  between  41  and  100  pounds. 

(iv)  “Finishing  Swine”  are  swine 
that  weigh  between  101  pounds  and 
market  weight  (180  to  250  pounds). 

(v)  “Growing-finishing  swine”  is  a 
term  that  includes  the  weight  ranges 
of  both  growing  swine  and  finishing 
swine. 

(vi)  “Breeding  swine”  are  swine  used 
for  reproductive  purposes. 

(3)  In  ruminants,  (i)  “Calves”  are 
young  bovine  animals  that  have  a  live 
weight  of  less  than  450  pounds  and  are 
less  than  8  months  of  age. 

(ii)  “Cattle”  are  bovine  animals  over 
8  months  of  age. 

(а)  “Feedlot  cattle”  are  those  that 
are  maintained  in  feedlots  and  intend¬ 
ed  for  slaughter. 

(б)  “Breeding  cattle”  are  those  that 
are  intended  primarily  for  breeding 
piuposes. 
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'  (c)  "Lactating  dairy  cows”  are  cows 
of  dairy  or  dual  purpose  breeds  that 
produce  milk  that  is  intended  for 
human  consumption. 

(d)  "Nonlactating  or  dry  dairy  cows” 
are  cows  of  dairy  or  dual  purpose 
breeds  that  temporarily  are  not  pro¬ 
ducing  milk. 

(iii)  “Lambs”  are  ovine  animals  from 
birth  to  14  months  of  age. 

(iv)  “Breeding  sheep”  are  ovine  ani¬ 
mals  that  are  intended  primarily  for 
breeding  purposes. 


PART  514— NEW  ANIMAL  DRUG 
APPLICATIONS 

7.  Part  514  is  amended: 

a.  In  §514.1  by  revising  paragraphs 
(bK2)(c)(6)  and  (b)(5)(x)  to  read  as  fol¬ 
lows: 

§  514.1  Applications. 

•  •  «  *  • 

(b)  •  *  • 

(3)  •  •  • 

<v)  *  •  • 

(b)  Representative  labeling  proposed 
to  be  used  for  Type  B,  C,  and  D  medi¬ 
cated  feed  articles  manufactured  from 
the  new  animal  drug. 

•  •  •  *  * 

(5)  •  •  • 

(x)  A  complete  description  of,  and 
data  derived  from,  studies  of  the  sta¬ 
bility  of  the  new  animal  drug,  includ¬ 
ing  information  showing  the  suitabil¬ 
ity  of  the  analytical  methods  used.  A 
description  of  any  additional  stability 
studies  underway  or  planned.  Stability 
data  for  the  finished  dosage  form  of 
the  new  animal  drug  in  the  container 
in  which  it  is  to  be  marketed,  includ¬ 
ing  any  proposed  multiple-dose  con¬ 
tainer,  and,  if  it  is  to  be  put  into  solu¬ 
tion  at  the  time  of  dispensing,  for  the 
solution  prepared  as  directed.  If  the 
new  animal  drug  is  intended  for  use  in 
the  manufacture  of  Type  B,  C,  or  D 
medicated  feed  articles  as  defined  in 
§558.3  of  this  chapter,  stability  data 
shall  be  derived  from  studies  in  which 
representative  formulations  of  the 
medicated  feed  articles  are  used. 
These  formulations  include  concen¬ 
trated  proteins,  vitamins,  and/or  min¬ 
erals.  If  the  data  indicate  that  an  expi¬ 
ration  date  is  needed  to  guarantee  the 
identity,  strength,  quality,  and  purity 
of  the  new  animal  drug  or  Type  B 
medicated  feed  article,  the  applicant 
shall  propose  such  expiration  date.  If 
no  expiration  date  is  proposed,  the  ap¬ 
plicant  shall  justify  its  absence. 

*  •  •  •  • 

b.  By  revising  §514.2  to  read  as  fol¬ 
lows: 
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§  514.2  Applications  for  animal  feeds  bear¬ 
ing  or  containing  new  animal  drugs. 

(a)  Applications  to  be  filed  under 
section  512(m)  of  the  act  shall  be  com¬ 
pleted,  signed,  and  submitted  in  tripli¬ 
cate  in  the  form  described  in  para¬ 
graphs  (b)  and  (c)  of  this  section. 

(b)  Each  application  for  a  Type  B,  C, 
or  D  medicated  feed  article  shall  be 
completed  to  include  the  following  in¬ 
formation: 

(1)  The  name  and  address  of  the  ap¬ 
plicant. 

(2)  The  registration  niunber  assigned 
pursuant  to  section  510  of  the  act  and 
last  date  of  registration  of  each  mill. 

(3)  Whether  the  submission  is  an 
original  or  supplemental  application. 

(4)  Identification  of  the  drug(s)  or 
Type  A  or  B  medicated  feed  article 
used  by  name,  potency,  and  manufac¬ 
turer. 

(5)  The  species  of  animal(s)  for 
which  the  feed  is  intended. 

(6)  The  form  of  feed  to  be  produced, 
i.e.,  mash,  meal,  crumbles,  pellets, 
liquid,  or  other  specified  form. 

(7)  Whether  the  feed  it  to  be  pack¬ 
aged  in  bag  or  bulk. 

(8)  Whether  the  feed  is  for  further 
manufacturing  only  or  for  sale  or  for 
own  use  (not  for  sale). 

(9)  The  brand  name  of  the  medicat¬ 
ed  feed,  name  and  level  of  the  drug(s) 
in  the  finished  feed,  and  the  amount 
of  Type  A  or  D  medicated  feed  article 
per  ton  contained  therein. 

(10)  Identification  of  the 
regulation(s)  foimd  in  Part  558  of  this 
chapter  and  published  pursuant  to  sec¬ 
tion  512(i)  of  the  act  on  which  the  re¬ 
quest  for  approval  of  the  drug  ingredi¬ 
ents  is  based. 

(11)  The  specimen  label  or  labeling, 
with  an  indication  whether  draft  or 
final  copy,  attached  to  each  copy  of 
the  application.  This  shall  consist  of 
bag  labels,  invoice  copy,  bulk  labels, 
and  placards  when  applicable. 

(12)  A  commitment  to  establish  and 
maintain  the  required  program  of 
sampling  and  assaying  to  Type  C  and 
D  medicated  feed  articles.  The  pro¬ 
gram  shall  include  assay  of  at  least 
three  representative  samples  of  medi¬ 
cated  feed  articles  containing  each 
drug  or  drug  combination  used  in  the 
establishment.  These  samples  shall  be 
collected  and  assayed  by  approved  of¬ 
ficial  methods  at  periodic  intervals 
during  the  calendar  year,  xmless  other¬ 
wise  specified  in  this  chapter.  At  least 
one  of  these  assays  shall  be  performed 
on  the  first  batch  using  the  drug.  Ad¬ 
ditional  requirements  for  Type  B 
medicated  feed  articles  are  set  forth  in 
paragraph  (c)(6)  of  this  section.  If  a 
medicated  feed  article  contains  a  com¬ 
bination  of  drugs,  only  one  of  the 
drugs  needs  to  be  subject  to  analysis 
each  time,  provided  the  one  tested  is 
different  from  the  one(s)  previously 
tested. 

(13)  A  statement  of  the  minimum 
and  maximum  assay  permitted  from 
the  labeled  amount  of  the  drug. 


(14)  A  statement  of  the  appropriate 
fee  accompanying  the  application  if  it 
provides  for  the  use  of  a  new  animal 
drug  subject  to  the  provisions  of  sec¬ 
tion  512(n)  of  the  act  as  prescribed  by 
§  514.60. 

(15)  Identification  of  agent-  autho¬ 
rized  to  act  on  behalf  of  applicant. 

(16)  The  applicant’s  name,  responsi¬ 
ble  individual’s  title  and  original  signa¬ 
ture,  and  date. 

(c)  If  the  application  requsts  approv¬ 
al  for  the  manufacture  of  a  Type  B 
medicated  feed  article,  it  shall  include 
in  addition  to  the  information  re¬ 
quired  by  paragraph  (b)  of  this  sec¬ 
tion,  the  following: 

(1)  A  full  list  and  quantity  of  each 
ingredient,  i.e.,  the  master  formula. 

(2)  Appropriate  specimen  labeling  of 
the  article  providing  adequate  direc¬ 
tions  for  the  manufacture  and  use  of 
Type  B,  C,  and/or  D  medicated  feed 
articles. 

(3)  A  description  of  the  facilities 
used  for  the  manufacture  of  the  medi¬ 
cated  feed  ai-ticle,  including  the  fol¬ 
lowing: 

(i)  A  description  of  the  mixing  equip¬ 
ment,  including  name,  type  (vertical, 
horizontal,  etc,),  and  capacity. 

(ii)  A  description  of  the  measuring 
equipment  (scales  or  other  metering 
devices)  used,  including  the  name, 
type,  capacity,  and  accuracy  or  small¬ 
est  graduation. 

(4)  A  statement  of  the  mixing  time 
used  to  assure  imiformity  of  the  medi¬ 
cated  feed. 

(5)  A  designation  of  the  person  for 
supervision  and  control  of  the  mixing 
operation. 

(6)  A  commitment  to  establish  and 
maintain  the  required  program  of 
sampling  and  assay.  This  program 
shall  be  in  lieu  of  that  required  by 
paragraph  (b)  (12)  of  this  section.  The 
program  shall  consist  of  assays  of  the 
first  three  batches  manufactured,  fol¬ 
lowed  thereafter  by  assay  of  random 
representative  samples  of  not  less 
than  5  percent  of  the  annual  produc¬ 
tion  of  each  Type  B  medicated  feed  ar¬ 
ticle  covered  by  the  application.  The 
samples  shall  be  collected  and  assayed 
by  approved  official  methods.  When 
any  batch  does  not  assay  within  limi¬ 
tations,  each  subsequent  batch  shall 
be  assayed  until  five  consecutive 
batches  are  within  limitations.  Re¬ 
ports  of  assay  shall  be  kept  on  the 
premises  for  not  less  than  1  year  after 
the  date  of  shipment  of  the  medicated 
feed. 

(7)  A  designation  of  who  will  be  per¬ 
forming  the  assays  required  by  para¬ 
graph  (c)(6)  of  this  section,  e.g., 
whether  the  assays  are  to  be  conduct¬ 
ed  by  the  applicant  in  their  own  labo¬ 
ratory,  or  the  name  and  address  of  a 
designated  laboratory. 

(d)  Upon  approval,  one  copy  of  the 
application  will  be  signed  by  an  autho¬ 
rized  employee  of  the  Food  and  Drug 
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Administration  designated  by  the 
Commissioner,  and  it  will  be  returned 
to  the  applicant. 

c.  By  adding  new  §  514.112  to  read  as 
follows; 

§514.112  Return  of  applications  for 
animal  feeds  bearing  or  containing 
new  animal  drugs. 

Applications  submitted  pursuant  to 
§514.2  will  be  returned  to  the  appli¬ 
cant  if  such  applications  are  incom¬ 
plete  or  inaccurate  or  do  not  contain 
an  identification  of  the  applicable 
regulation(s).  These  regulations,  pub¬ 
lished  pursuant  to  section  512(i)  of  the 
act,  are  found  in  Part  558  of  this  chap¬ 
ter,  and  are  the  basis  on  which  approv¬ 
al  of  the  application  relies,  as  required 
by  §514.2(b)(10). 


PART  558— NEW  ANIMAL  DRUGS  FOR  USE  IN 
ANIMAL  FEEDS 

8,  Part  558  is  amended: 

a.  By  revising  §  558.3  to  read  as  fol¬ 
lows: 

§  558.3  Definitions  and  general  consider¬ 
ations  applicable  to  this  part. 

(a)  Regulations  established  in  this 
part  provide  for  approved  uses  of 
drugs  and  combinations  of  drugs  in 
animal  feeds.  Approved  combinations 
of  such  drugs  are  specifically  identi¬ 
fied  or  incorporated  by  cross  refer¬ 
ence.  Unless  provided  for  by  the  regu¬ 
lations,  a  combination  of  two  or  more 
drugs  is  not  approved. 

(b)  The  following  definitions  apply 
to  terms  used  in  this  part: 

(DA  “Type  A  medicated  feed  arti¬ 
cle”  is  a  new  animal  drug  premix  in¬ 
tended  solely  for  use  in  the  manufac¬ 
ture  of  Type  B,  C,  or  D  medicated  feed 
articles.  It  consists  of  a  new  animal 
drug(s),  and  carrier  (e.g.,  calcium  car¬ 
bonate,  rice  hull,  com  gluten)  with  or 
without  other  inactive  ingredients.  It 
must  be  further  diluted  before  it  can 
be  safely  administered  to  animals. 
Manufacture  of  a  Type  A  medicated 
feed  article  requires  an  application  ap¬ 
proved  under  section  512(b)  of  the  act. 

(2)  A  “Type  B  medicated  feed  arti¬ 
cle”  is  an  animal  feed  containing  a 
new  animal  drug(s)  and  is  int^ded 
solely  for  the  manufacture  of  other 
medicated  feed  articles  (Types  B,  C,  or 
D),  and  is  not  for  direct  a^inistration 
to  the  animal.  It  is  manufactured  by 
substantially  diluting  either  a  Type  A 
or  another  Type  B  medicated  feed  ar¬ 
ticle  ‘  with  nutrient  ingredients.  The 
Type  B  article  must  be  further  diluted 
with  nutrients  to  produce  either  a 
Type  C  or  Type  D  medicated  feed  arti¬ 
cle.  The  manufacture  of  a  Type  B  arti¬ 
cle  must  be  in  accordance  with  a  regu¬ 
lation  in  Part  558  providing  for  the 
use  of  the  .drug.  Its  manufacture  must 
also  be  the  subject  of  an  application 
approved  pursuant  to  section  512(m) 
of  the  act  unless  a  waiver  from  the  re¬ 


quirements  of  such  application  is  in¬ 
cluded  in  the  Part  558  regulation  pro¬ 
viding  for  the  use  of  the  drug. 

(3)  A  “Type  C  medicated  feed  arti¬ 
cle”  is  an  animal  feed  bearing  or  con¬ 
taining  a  new  animal  drug(s).  It  is  pro¬ 
duced  by  subtantially  diluting  a  Type 
A  or  B  medicated  feed  article  with 
other  feed  ingredients  to  a  use  level 
that  is  covered  by  an  approved  NADA. 
A  Type  C  article  may  be  further  dilut¬ 
ed  or  mixed  to  produce  another  Tsre 
C  medicated  feed  article  or  a  Type  D 
article,  or  it  may  be  fed  top  dressed,  on 
or  offered  free-choice  in  conjunction 
with  other  animal  feed.  It  does  not 
contain  the  animal’s  complete  source 
of  nutrients.  When  a  Type  C  article  is 
fed  undiluted  or  offered  free-choice,  in 
amounts  to  not  less  than  one-half 
pound  per  head  per  day,  the  article 
shall  not  produce  residues  in  food 
from  food-producing  animals  that  are 
unsafe  within  the  meaning  of  section 
512  of  the  act.  The  manufacture  of  a 
T^e  C  article  mvist  be  in  accordance 
with  a  regulation  in  Part  558  providing 
for  the  use  of  the  drug.  Its  manufac¬ 
ture  must  also  be  the  subject  of  an  ap¬ 
plication  approved  pursuant  to  section 
512(m)  of  the  act  unless  a  waiver  from 
the  requirements  of  such  application 
is  included  in  the  Part  558  regulation 
providing  for  the  use  of  the  drug. 

(4)  A  “Type  D  medicated  feed  arti¬ 
cle”  is  a  complete  animal  feed  bearing 
or  containing  a  new  animal  drug(s) 
that  is  produced  by  diluting  Type  A, 
B,  or  C  medicated  feed  articles  with 
nutrients.  It  is  intended  to  be  fed  as 
the  sole  ration  to  an  animal,  with  or 
without  added  roughage.  The  manu¬ 
facture  of  a  Type  D  article  must  be  in 
accordance  with  a  regulation  in  Part 
558  providing  for  the  use  of  the  drug. 
Its  manufacture  must  also  be  the  sub¬ 
ject  of  an  application  approved  pursu¬ 
ant  to  section  512(m)  of  the  act  unless 
a  waiver  from  the  requirements  of 
such  application  is  included  in  the 
Part  558  regulation  providing  for  the 
use  of  the  drug. 

§  558.4  [Revoked] 

b.  By  revoking  §  558.4. 

c.  By  republishing  Subpart  B  of  Part 
558  to  reflect  the  proposed  definitions 
and  other  considerations,  as  follows: 

Subpart  B — Spacific  New  Animal  Drugs  for  Use 
in  Animal  Feeds 

Authority;  Sec.  512(i),  82  Stat.  347  (21 
U.S.C.  360b(i)). 

558.25  2-Acetylamino-5-nitrothiazole. 

(a)  Specifications.  Assay  of  not  less 
than  96  percent  by  ultraviolet  spectro¬ 
photometry. 

(b)  Approvals.  (1)  Type  A  medicated 
feed  article:  10  percent  to  No.  010042 
in  §  510.600(c)  of  this  chapter. 

(c)  Related  tolerances  in  edible  prod¬ 
ucts.  See  §  556.20  of  this  chapter. 

(d)  Conditions  of  use.  It  is  used  in 
Type  D  medicated  feed  articles  for 
turkeys  as  follows; 


(D  Amount  per  ton.  136.2  grams 
(0.015  percent). 

(1)  Indications  for  use.  Aid  in  preven¬ 
tion  of  blackheacl  (histomoniasis). 

(ii)  Limitations.  Administer  continu¬ 
ously  starting  1  to  2  weeks  before  out¬ 
breaks  usually  occur;  discontinue  use  7 
days  before  slaughter;  use  eggs  from 
medicated  birds  for  hatching  purposes 
only. 

(2)  Amount  per  ton.  454  grams  (0.05 
percent). 

(1)  Indications  for  use.  Aid  in  control 
of  blackhead  (histomoniasis). 

(ii)  Limitations.  Administer  for  2 
weeks  at  first  sign  of  outbreaks;  dis¬ 
continue  use  7  days  before  slaughter; 
use  eggs  from  medicated  birds  for 
hatching  purposes  only. 

§  558.35  Aklomide. 

(a)  Chemical  name.  2-Chloro-4-nitro- 
benazmide. 

(b)  Specifications.  (1)  Minimum 
melting  point  170''C. 

(2)  Moisture  content  not  to  exceed  1 
percent. 

(3)  Purity  not  less  than  98  percent 
on  anhydrous  basis. 

(c)  Approvals.  Type  A  medicated 
feed  articles  to  No.  017210  in 
§  510.600(c)  of  this  chapter,  as  follows: 

(1)  50  percent  aklomide. 

(2)  20  percent  sulfanitran  and  25 
percent  aklomide. 

(3)  25  percent  aklomide,  20  percent 
sulfanitran,  and  5  percent  roxarsone. 

(4)  50  percent  aklomide  and  10  per¬ 
cent  roxarsone. 

(d)  Assay  limits.  Type  D  medicated 
feed  article:  85  to  120  percent  of  la¬ 
beled  amount. 

fe)  Special  considerations.  Type  D 
medicated  feed  articles  manufactured 
from  7’ype  C  medicated  feed  articles 
that  contain  not  more  than  0.1  per¬ 
cent  aklomide  and  conform  to  the  re¬ 
quirements  of  this  section  are  not  re¬ 
quired  to  comply  with  the  provisions 
of  section  512(m)  of  the  act. 

(f )  Related  tolerances.  See  §  556.30  of 
this  chapter. 

(g)  Conditions  of  use.  It  is  used  in 
Type  D  medicated  feed  articles  for 
chickens  as  follows: 

(1)  Amount  per  ton.  Aklomide,  227 
gTams  (0.025  percent). 

(1)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
E.  tenella  and  E.  necatrix. 

(ii)  Limitations.  Not  to  be  fed  to 
birds  laying  eggs  for  human  consump¬ 
tion.  •• 

(2)  Amount  per  ton.  Aklomide,  227 
grams  (0.025  percent)  combined  with 
sulfanitran,  181.6  grams  (0.02  percent). 

(i)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
E.  tenella,  E.  necatrix,  and  E.  acsrvu- 
Una.. 

(ii)  Limitations.  Not  to  be  fed  to 
laying  chickens;  withdraw  5  days 
before  slaughter. 

(3)  Amount  per  ton.  Aklomide,  227 
grams  (0.025  percent)  combined  with 
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sulfanitran,  181.6  grams  (0.02  percent) 
+  roxarsone,  22.7-45.4  grams  (0.0025- 
0.005  percent). 

(i)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
E.  tenella,  E.  necatrix,  and  E.  acervu- 
lino;  growth  promotion  and  feed  effi¬ 
ciency;  improving  pigmentation. 

(ii)  Limitations.  Not  to  be  fed  to 
laying  chickens:  withdraw  5  days 
before  slaughter;  as  sole  source  of  or¬ 
ganic  arsenic;  chickens  should  have 
access  to  drinking  water  at  all  times. 

(4)  Amount  per  ton.  Aklomide,  227 
grams  (0.025  percent)  combined  with 
roxarsone,  22.7-45.4  grams  (0.0025- 
0.005  percent). 

(i)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
E.  tennella,  and  E.  necatrix:  growth 
promotion  and  feed  efficiency;  improv¬ 
ing  pigmentation. 

(ii)  Limitations.  Not  to  be  fed  to 
birds  laying  eggs  for  human  consump¬ 
tion;  withdraw  5  days  before  slaugh¬ 
ter;  as  sole  source  of  organic  arsenic; 
chickens  should  have  access  to  drink¬ 
ing  water  at  all  times. 

§  558.45  Ammonium  chloride,  feed  grade. 

(a)  Chemical  name.  Ammoniiun 
chloride. 

(b)  Specifications.  The  ammonium 
chloride  conforms  to  the  following: 

(1)  Assay  after  drying:  99  percent 
minimum. 

(2)  Sodium  chloride:  0.6  percent 
maximum. 

(3)  Loss  on  drying:  0.5  percent  maxi¬ 
mum. 

(4)  Arsenic  (as  AS):  3  parts  per  mil¬ 
lion  maximum. 

(5)  Heavy  metals  (as  Pb):  10  parts 
per  million  maximum. 

(c)  Approvals.  Type  A  medicated 
feed  articles:  99  percent,  see  Nos. 


Amprolium  in  Combination  in  grams 
grams  per  ton  per  ton 


011462  and  000018  in  §  510.600(c)  of 
this  chapter. 

(d)  Assay  limits.  Type  D  medicated 
feed  articles:  85  to  115  percent  of  la¬ 
beled  amount. 

(e)  Special  considerations.  Maxi¬ 
mum  level  permitted  in  a  Type  C 
medicated  feed  article  is  8  percent  for 
administration  to  cattle  and  6  percent 
for  administration  to  sheep. 

(f)  Conditions  of  use.  It  is  used  in 
Type  C  or  D  medicated  feed  article  for 
cattle  and  sheep  as  follows: 

(1)  Amount  per  day.  21.3-35.5  grams 
(0.75-1.25  oz.)  per  head. 

(1)  Indications  for  use.  Reduction  of 
the  incidence  of  urinary  calculi. 

(ii)  Limitations.  For  range  cattle. 

(2)  Amount  per  day.  28.4-42.5  grams 
(1.0-1.5  oz.)  per  head. 

(i)  Indications  for  use.  Reduction  of 
the  incidence  of  urinary  calculi. 

(ii)  Limitations.  For  fattening  cattle. 

(3)  Amount  per  day.  7.1  grams  (0.25 
oz.)  per  head. 

(1)  Indications  for  use.  Reduction  of 
the  incidence  of  urinary  calculi. 

(ii)  Limitations.  For  sheep. 

§  558.55  Amprolium. 

(a)  Approvals.  (1)  Type  A  medicated 
feed  article:  25  percent  to  No.  000006 
in  §  510.600(c)  of  this  chapter  for  use 
as  in  paragraph  (e)(1)  of  this  section. 

(2)  [Reserved] 

(b)  Assay  limits.  Type  D  medicated 
feed  articles:  80  to  120  percent  of  la¬ 
beled  amount. 

(c)  Special  considerations.  (1)  Do 
not  use  in  Type  B,  C,  or  D  articles  con¬ 
taining  bentonite. 

(2)  Type  D  medicated  feed  articles 
containing  amprolium  as  the  sole 
drug,  processed  from  Type  C  medicat¬ 
ed  feed  articles  containing  not  more 
than  0.05  percent  amprolium,  and  con¬ 
forming  to  the  requirements  of  para¬ 


Indications  for  use 


graph  (e)  of  this  section  are  not  re¬ 
quired  to  comply  with  the  provisions 
of  section  512(m)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act. 

(d)  Related  tolerances.  See  §556.50 
of  this  chapter. 

(e)  Conditions  of  use— (1)  Calves.  It 
is  used  in  Type  C  or  D  medicated  feed 
articles  as  follows: 

(1)  Amount  227  milligrams  per  100 
pounds  (5  milligrams  per  kilogram) 
body  weight  per  day. 

(a)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
Eimeria  bovis  and  E.  zumii. 

(6)  Limitations.  Administer  from  a 
Type  C  medicated  feed  article  contain¬ 
ing  from  0.05  to  0.5  percent  amprolium 
with  the  usual  amount  of  feed  con¬ 
sumed  in  1  day;  feed  for  21  days 
during  periods  of  exposure  or  when 
experience  indicates  that  coccidiosis  is 
likely  to  be  a  hazard;  withdraw  24 
hours  before  slaughter;  as  sole  source 
of  amprolium. 

(ii)  Amount  454  miligrams  per  100 
points  (10  milligrams  per  kilogram) 
body  weight  per  day. 

(ii)  Indications  for  use.  As  an  aid  in 
the  treatment  of  coccidiosis  caused  by 
Eimeria  bovis  and  E.  zumiL 

(b)  Limitations.  Administer  from  a 
Type  C  medicated  feed  article  contain¬ 
ing  from  0.05  to  0.5  percent  amprolium 
with  the  usual  amount  of  feed  con¬ 
sumed  in  1  day;  feed  for  5  days;  for  a 
satisfactory  diagnosis,  a  microscopic 
examination  of  the  feces  should  be 
done  by  a  veterinarian  or  diagnostic 
laboratory  before  treatment;  when 
treating  outbreaks,  the  drug  should  be 
administered  promptly  after  diagnosis 
is  determined;  withdraw  24  hours 
before  slaughter;  as  sole  source  of  am¬ 
prolium. 

(2)  Chickens  and  turkeys.  It  is  used 
in  Type  D  medicated  feed  articles  as 
follows: 


Limitations  Sponsor 


<i)  36.3  to  113.5  Replacement  chickens;  development  of  active  im-  Feed  as  follows 

(0.004  pet.  to  munity  to  coccidiosis. 

0.0125  pet.). 


Growing 

condiUons 

Up  to  5 
weeks  of  age 

From  5  to  8 
weeks  of  age 

Over  8  weeks 
of  age 

Amprolium 

Amprolium 

Amprolium 

gruma  per 

grama  per 

grama  per 

ton 

ton 

ton 

Severe 

113.5  (0.0135 

72.6-113.5 

36.3-113.5 

exposure  to 

pet). 

(0.008  pet 

(0.004  pet 

coccidiosis. 

to  0.0125 

to  0.0125 

pet). 

pet) 

Moderate 

72.6-113.5 

54.5-113.5 

36.3-113.5 

exposure  to 

(0.008  pet 

(0.006  pet 

(0.004  pet 

coccidiosis. 

to  0.0125 

to  0.0125 

to  0.0125 

pet). 

pet). 

pet) 

Slight 

36.3-113.5 

36.3-113.5 

36.3-113.5 

exposure  to 

(0.004  pet 

(0.004  pet 

(0.004  pet 

coccidiosis. 

to  0.0125 

to  0.0125 

to  0.0125 

pet). 

pet). 

pet) 

Arsanilate  sodium  90  Replacement  chickens:  development  of  active  Im-  Withdraw  5  d  before  slaughter;  as  sole  source  of  orgaiSc 
(0.01  pet).  munity  to  coccidiosis;  growth  promotion  and  arsenic;  feed  according  to  subtable  in  item  (1). 

feed  efficiency;  improving  pigmentation. 

Arsanillc  acid  90  do .  do . .■. . 

(0.01  pet). 
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'  Amprolium  in  Combination  in  grams  Indications  for  use 

grams  per  ton  per  ton 


Limitations 


Sponsor 


(ii>  72.6  to  113.5 
(0.008  pet  to 
0.0125  pet). 


Arsanilic  acid  90 
(0.01  pet)  plus 
erythromycin  4.6 
to  18.5. 

Arsanilic  acid  90 
(0.01  pet)  plus 
erythromycin  92.5. 


Arsanilic  acid  90 
(0.01  pet)  plus 
erythromycin  185. 


Bacitracin  100  to  200 


Chlortetracycline 
100  to  200. 


Erythromycin  4.6  to 
18.5. 

Erythromycin  92.5.... 


Erythromycin  185. 


Hygromycin  B  8  to 

12. 


Penicillin  2.4  to  50 _ 


Penicillin  plus 
streptomycin  90  to 
180  (of 

combination). 
Roxarsone  22.7  to 
45.4  (0.0025  to 
0.005  pet). 


Arsanilate  sodium  90 
(0.01  pet). 

Arsanilic  acid  90 
(0.01  pet). 

Bacitracin  100  to  200 


Chlortetracycline 
100  to  200. 


Hygromycin  B  8  to 

12. 


Penicillin  2.4  to  50 .... 


Penicillin  plus 
streptomycin  90  to 
180  (of 

combination). 
Hoxarsone  22.7  to 
45.4  (0.0025  to 
0.005  pet). 


do .  do, 


1.  Replacement  chickens;  development  of  active  Feed  for  2  d  before  stress  and  3  to  6  d  after  stress;  with- . 

immunity  to  coccidiosis;  growth  promotion  and  draw  5  d  before  slaughter;  as  sole  source  of  organic  ar- ' 
feed  efficiency;  improving  pigmentation;  as  an  senic.  Peed  according  to  subtable  in  item  (i). 

aid  in  the  prevention  of  chronic  respiratory  dis¬ 
ease  during  periods  of  stress. 

2.  Replacement  chickens;  development  of  active  Feed  for  7  to  14  d;  withdraw  5  d  before  slaughter;  as  sole 
immunity  to  coccidiosis;  growth  promotion  and  source  of  organic  arsenic.  Feed  according  to  subtable  in 
feed  efficiency;  improving  pigmentation;  as  an  item  (i). 

aid  in  the  prevention  of  infectious  coryza. 

Replacement  chickens;  development  of  active  im-  Feed  for  5  to  8  d;  do  not  use  in  birds  producing  eggs  for . 

munity  to  coccidiosis;  growth  promotion  and  food  purposes;  withdraw  5  d  before  slaughter;  as  sole 
feed  efficiency;  improving  pigmentation;  as  on  source  of  organic  arsenic.  Feed  according  to  subtable  in 
aid  in  the  prevention  and  reduction  of  lesions  item  (i). 
and  in  lowering  severity  of  chronic  respiratory 
disease. 

Replacement  chickens;  development  of  active  Im-  As  bacitracin  methylene  disalicylate  or  bacitracin  zinc . 

munity  to  coccidiosis;  treatnientof  chronic  respi-  Feed  according  to  subtable  in  item  (i). 
ratory  disease  (air-sac  infection)  and  blue  comb 
(nonspecific  infectious  enteritis). 

Replacement  chickens;  development  of  active  im-  Not  to  be  fed  to  laying  chickens;  as  chlortetracycline  hy- . 

munity  to  coccidiosis;  treatment  of  chronic  res-  drochlorlde.  Feed  according  to  subtable  In  Item  (i). 
plratory  dlsee.?s  (air-sac  infection),  blue  comb 
(nonspecific  infectious  enteritis);  prevention  of 
synovitis.. 

Replacement  chickens;  development  of  active  im-  As  erythromycin  thiocyanate.  Feed  according  to  subtable  .... 
munity  to  coccidiosis;  growth  promotion  and  in  item  (i). 
feed  efficiency. 

1.  Replacement  chickens;  developmnt  of  active  im-  Feed  for  7  to  14  d;  withdraw  24  h  before  slaughter.  Feed . 

munity  to  coccidiosis;  as  an  aid  in  the  prevention  according  to  subtable  in  item  (i). 

of  infectious  coryza. 

2.  Replacement  chickens;  development  of  active  Feed  for  2  d  before  stress  and  3  to  6  d  after  stress;  with- ..... 
immunity  to  coccidiosis;  as  an  aid  in  the  preven-  draw  24  h  before  slaughter.  Feed  according  to  subtable 
tion  of  chronic  respiratory  disease  during  peri-  in  item  (i). 

ods  of  stress. 

Replacement  chickens;  development  of  active  im-  Feed  for  5  to  8  d;  do  not  use  in  birds  producing  eggs  for . 

munity  to  coccidiosis;  as  an  aid  in  the  prevention  food  purposes;  withdraw  48  h  before  slaughter.  Feed  ac- 
and  reduction  of  lesions  and  in  lowering  severity  cording  to  subtable  in  item  (i). 

of  chronic  respiratory  disease. 

Replacement  chickens;  development  of  active  im-  Feed  according  to  subtable  in  item  (i) . . . 

munity  to  coccidiosis;  control  of  infestation  of 
large  round  worms  (Ascaris  GallO,  cecal  worms 
(Heterakia  gallinae),  and  capillary  worms  {Capil- 
laria  obsignata). 

Replacement  chickens;  development  of  active  im-  As  procaine  penicillin.  Food  according  to  subtable  in  item 
munity  to  coccidiosis;  growth  promotion  and  (i). 
feed  efficiency. 

Replacement  chickens;  development  of  active  im-  Type  D  article  contains  16.7%  penicillin;  as  procaine  penl- . 

munity  to  coccidiosis;  treatmentof  chronic  respi-  cillln;  as  streptomycin  sulfate.  Feed  accoruing  to  subta- 
ratory  disease  (air-sac  infection),  blue  comb  ble  in  item  (i). 

(nonspecific  hifectious  enteritis).. 

Replacement  chickens;  development  of  active  im-  Withdraw  5  d  before  slaughter;  as  sole  source  of  organic . 

munity  to  coccidiosis;  growth  promotion,  and  arsenic.  Feed  according  to  subtable  in  item  (i). 
feed  efficiency;  improving  pigmentation. 

Broiler  chickens;  prevention  of  coccidiosis  caused  Withdraw  5  d  before  slaughter,  as  sole  source  of  organic . 

by  Eimeria  tenMa  only.  arsenic.  Feed  according  to  subtable  in  item  (i). 

Broiler  chickens  prevention  of  coccidiosis  caused  Withdraw  5  d  before  slaughter,  as  sole  source  of  organic 
by  E.  tenella  only;  growth  promotion  and  feed  arsenic, 
efficiency;  improving  pigmentation. 

do .  do . . 

Broiler  chickens;  prevention  of  coccidiosis  caused  As  bacitracin  methylene  disalicylate,  or  zinc  bacitracin . . 

by  E.  tenella  only,  treatment  of  chronic  respira¬ 
tory  disease  (air-sac  infection)  and  blue  comb 
(nonspecific  infectious  enteritis). 

Broiler  chickens;  prevention  of  coccidiosis  caused  Not  for  laying  chickens;  as  chlortetracycline  hydrochlo- ..... 
by  E.  Tenella  only;  treatmentof  chronic  respira-  ride, 
tcry  disease  (air-sac  infection),  blue  comb  (non¬ 
specific  infectious  enteritis);  prevention  of  syno¬ 
vitis. 

Broiler  chickens;  prevention  of  coccidio.sls  caused  Feed  according  to  subtable  in  item  (ii) . . 

by  E.  tenella  only;  control  of  infestations  of 
large  roundworms  (.Heterakis  gallinae),  and  ca¬ 
pillary  worms  ( Capilluria  obsignatal. 

Broiler  chickens;  prevention  of  coccidiosis  caused  As  pr(x;aine  penicillin  . . 

by  E.  tenella  only;  growth  promotion  and  feed 
efficiency. 

Treatment  of  chronic  respiratory  disease  (air-sac  Type  D  article  contains  16.7  pet  penicillin;  as  procaine  — 
infection),  blue  comb  (nonspecific  Infectious  en-  penicillin;  as  streptomycin  sulfate, 
terltls). 

Broiler  chickens;  prevention  of  coccidiosis  caused  Withdraw  5  d  before  slaughter;  as  sole  source  of  organic .... 
by  E.  tenella  only;  growth  promotion  and  feed  arsenic, 
efficiency;  improving  pigmentation. 
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PROPOSED  RUL^S 


AmproUum  in 
grams  per  ton 


(ill)  113.5  (0.0125 
pet). 


(iv)  113.5  to  227 
(0.0125  to  0.025 
pet). 


Combination  in  grams 
per  ton 


Indieations  for  use 


Limitations 


Sponsor 


.  1.  Laying  chiekens;  prevention  of  eoeeidiosis . . . 

2.  Laying  chiekens;  treatment  of  eoceidiosis .  For  moderate  outbreaks  of  eoeeidiosis;  administer  for  2 

weeks. 

Bambermyeins  1  to  3  Broiler  ehiekens;  as  an  aid  in  the  prevention  of  Feed  continuously  as  the  sole  ration;  as  sole  source  of  am- 
pius  roxarsone  eoeeidiosis;  for  increased  rate  of  weight  gain,  im-  prolium  and  organic  arsenic;  roxarsone  as  provided  by 

22.8  to  34.1  (0.0025  proved  feed  efficiency  and  improved  pigmenta-  No.  07210  in  sec.  510.600  (c)  of  this  chapter,  bambermy- 

to  0.00375  pet).  tion.  cins  by  No.  000039;  withdraw  5  d  before  slaughter.. 

.  1.  Broiler  chickens  and  replacement  chickens  . 

where  immunity  to  eoeeidiosis  is  not  desired; 
prevention  of  eoeeidiosis. 

2.  Turkeys;  prevention  of  eoeeidiosis . 

Arsanilate  sodium  90  1.  Broiler  chickens  and  replacement  chickens  Withdraw  5  d  before  slaughter,  as  sole  source  of  organic 
(0.01  pet). 


Arsanilic  acid  90 
(0.01  pet). 


Arsanilic  acid  90 
(0.01  pet)  plus 
erythromycin  4.6 
to  18.5. 

Arsanilic  acid  90 
(0.01  pet)  plus 

erythromycin  92.5.  prevention  of  eoeeidiosis;  growth  promotion  and  senic. 

feed  efficiency;  improving  pigmentation;  as  an 
aid  in  the  prevention  of  chronic  respiratory  dis¬ 
ease  during  periods  of  stress. 

2.  Broiler  chickens  and  replacement  chickens  Feed  for  7  to  14  d;  withdraw  5  d  before  slaughter;  as  sole 
where  immunity  to  eoeeidiosis  is  not  desired;  source  of  organic  arsenic, 
prevention  of  eoeeidiosis;  growth  promotion  and 
feed  efficiency;  improving  pigmentation;  as  an 
aid  in  the  prevention  of  Infectious  coryza. 

Arsanilic  acid  90  Broiler  chickens  and  replacement  chickens  where  Feed  for  5  to  8  d;  do  not  use  in  birds  producing  eggs  for 
(0.01  pet)  plus  immunity  to  eoeeidiosis  is  not  desired;  preven-  food  purposes;  withdraw  5  d  before  slaughter;  as  sole 

erythromycin  185.  tion  of  co<x;idiosis;  growth  promotion  and  feed  source  of  organic  arsenic, 

efficiency;  improving  pigmentation;  as  an  aid  in 
the  prevention  and  reduction  of  lesions  and  in 
lowering  severity  of  chronic  respiratory  disease. 

Bacitracin  4  to  50 _  1.  Broiler  chickens  and  replacement  chickens  As  bacitracin  methylene  disalicy late _ 

where  immunity  to  eoeeidiosis  is  not  desired; 
prevention  of  eoeeidiosis;  growth  promotion  and 
feed  efficiency. 

2.  Turkeys;  prevention  of  eoeeidiosis:  growth  pro-  do . . , . . . . . . . 

motion  and  feed  efficiency. 

Bacitracin  100  to  200  1.  Broiler  chickens  and  replacement  chickens  do . . . 

where  immunity  to  eoeeidiosis  is  not  desired; 
prevention  of  eoeeidiosis;  treatment  of  chronic 
respiratory  disease  (air-sac  infection),  blue  comb 
(nonspecific  infectious  enteritis). 

2.  Broiler  chickens  and  replacement  chickens  As  bacitracin  zinc . 

where  immunity  to  eoeeidiosis  is  not  desired: 
prevention  of  coccidiosis;treatment  of  chronic 
respiratory  disease  (air-sac  infection),  blue  comb 
(nonsepcific  infectious  enteritis). 

Bacitracin  100  to  500  Turkeys:  prevention  of  eoeeidiosis;  treatment  of  do . 

Bacitracin  plus 
penicillin  100  to 
500  (of 

combination). 

Chlortetracycllne 
100  to  200. 


Erythromycin  4.6  to  Broiler  chickens  and  replacement  chickens  where  As  erythromycin  thiocyanate . . . 

18.5.  immunity  to  eoeeidiosis  is  not  desired;  preven¬ 

tion  of  eoeeidiosis;  growth  promotion  and  feed 
efficiency. 

Erythromycin  92.5 —  1.  Broiler  chickens  and  replacement  chickens  Feed  for  2  d  before  stress  and  3  to  6  d  after  stress;  with- ..... 
where  immunity  to  coccidiosisis  not  desired;  pre-  draw  24  h  before  slaughter, 
vention  of  eoeeidiosis;  as  an  aid  in  the  preven¬ 
tion  of  chronic  respiratory  disease  during  peri¬ 
ods  of  stress. 

2.  Broiler  chickens  and  replacement  chickens  Feed  for  7  to  14  d;  withdraw  24  h  before  slaughter . 

where  Immunity  to  eoeeidiosis  is  not  desired; 
prevention  of  eoeeidiosis;  as  an  aid  in  the  pre¬ 
vention  of  infectious  coryza. 


infectious  sinusitis,  blue  comb  (mud  fever). 

do .  Type  D  article  contains  50  to  75  pet  of  bacitracin  but  not . 

more  than  125  g  penicillin:  as  procaine  penicillin;  as  ba¬ 
citracin  zinc. 

Broiler  chickens  and  replacement  chickens  where  Not  for  laying  chickens,  as  chlortetracycllne  hydrochlo- _ 

immunity  to  eoeeidiosis  is  not  desired;  preven-  ride, 
tion  of  eoeeidiosis;  treatment  of  chronic  respira¬ 
tory  disease  (air-sac  infection),  blue  comb  (non¬ 
specific  infectious  enteritis),  prevention  of  syno¬ 
vitis. 


where  immunity  to  eoeeidiosis  is  not  desired; 
prevention  of  eoeeidiosis;  growth  promotion  and 
feed  efficiency;  improving  pigmentation. 

2.  Turkeys;  prevention  of  eoeeidiosis;  growth  pro¬ 
motion  and  feed  efficiency;  improving  pigmenta¬ 
tion. 

1.  Broiler  chickens  and  replacement  chickens 
where  immunity  to  coccidiosisis  not  desired;  pre¬ 
vention  of  eoeeidiosis;  growth  promotion  and 
feed  efficiency;  improving  pigmentation. 

2.  Turkeys;  prevention  of  eoeeidiosis;  growth  pro¬ 
motion  and  feed  efficiency;  improving  pigmenta¬ 
tion. 

Broiler  chickens  and  replacement  chickens  where 
immunity  to  coccidiosisis  not  desired;  prevention 
of  eoeeidiosis;  growth  promotion  and  feed  effi¬ 
ciency:  improved  pigmentation. 

1.  Broiler  chickens  and  replacement  chickens 
where  Immunity  to  (Mccidiosis  is  not  desired; 


arsenic. 

do . 

do . . . . 

'eed  for  2  d  before  stress  and  3  to  6  d  after  stress,  with¬ 
draw  5  d  before  slaughter;  as  sole  source  of  organic  ar- 
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Amprolium  in  Combination  in  grams  Indications  for  use  Limitations  Sponsor 

grams  per  ton  per  ton 


(V)  227  (0.0025 
pet). 


Erythromycin  185. 


Hygromycin  B  8  to 

12. 


Penicillin  2.4  to  50 _ 

K 


Penicillin  plus 
streptomycin  90  to 
180  (of 

combination). 


Roxarsone  22.7  to 
45.4  (0.0025  to 
0.005  pet). 


Broiler  chickens  and  replacement  chickens  where 
immunity  to  coccidiosis  is  not  desired;  preven¬ 
tion  of  coccidiosis;  as  an  aid  in  the  prevention 
and  reduction  of  lesions  and  in  lowering  severity 
of  chronic  respiratory  disease. 

Broiler  chickens  and  replacement  chickens  where 
immunity  to  coccidiosisis  not  desired;  prevention 
of  coccidiosis;  control  of  infestation  of  large 
roundworms  {Heternkis  gallinae)  and  capillary 
worms  iCapillaria  obsignata). 

1.  Broiler  chickens  and  replacement  chickens 
where  immunity  to  coccidiosis  is  not  desired; 
prevention  of  coccidiosis;  growth  promotion  and 
feed  efficiency. 

2.  Turkeys;  prevention  of  coccidiosis;  growth  pro¬ 
motion  and  feed  efficiency. 

1.  Broiler  chickens  and  replacement  chickens 
where  immunity  to  coccidiosis  is  not  desired; 
prevention  of  coccidiosis;  treatment  of  chronic 
respiratory  disease  (air-sac  infection),  blue  comb 
(nonspecific  infectious  enteritis). 

2.  Turkeys;  prevention  of  coccidiosis;  treatement 
of  infectious  sinusitis,  blue  comb  (mud  fever), 
hexamitiasis. 

1.  Broiler  chickens  and  replacement  chickens 
where  immunity  to  coccidiosis  Is  not  desired; 
prevention  of  coccidiosis;  growth  promotion  and 
feed  efficiency;  improving  pigmentation. 

2.  Turkeys;  prevention  of  coccidiosis;  growth  pro¬ 
motion. 

Laying  chickens;  treatment  of  coccidiosis . 


Feed  for  5  to  8  d;  do  not  use  in  birds  producing  eggs  for . 
food  purposes;  withdraw  48  h  before  slaughter. 


Feed  according  to  subtable  in  item  (i).. 


As  procaine  penicillin . 

do . 

Type  D  article  contains  16.7  pet  penicillm;  as  procaine . 
penicillin;  as  streptomycin  sulfate. 


Type  D  article  contains  not  less  than  2.4  g  of  penicillin . 
nor  less  than  12  g  of  streptomycin;  as  procaine  penicil¬ 
lin;  as  streptomycin  sulfate. 

Withdraw  5  d  before  slaughter;  as  sole  source  of  organic  . 
arsenic. 

do . 

For  severe  outbreaks  of  coccidiosis;  administer  for  2 . 
weeks. 


§  558.58  Amprolium  and  ethopabate. 

(a)  Approvals.  Type  A  medicated 
feed  articles;  0.15  percent  amprolium, 
0,004  percent  ethopabate,  an(l  100  g/ 
ton  bacitracin  (as  bacitracin  methy¬ 
lene  disalicylate)  to  No.  047019  in 
§  510.600(c)  of  this  chapter,  amprolium 
and  ethopabate  as  provided  by  No. 
000006,  bacitracin  (as  bacitracin  meth¬ 
ylene  disalicylate)  as  provided  by  No, 
046573. 


(b)  Assay  limits.  (1)  Amprolium: 
Type  D  medicated  feed  article:  80  to 
120  percent  of  labeled  amount. 

(2)  Ethopabate:  Type  D  medicated 
feed  article:  80  to  120  percent  of  la¬ 
beled  amount. 

(c)  Special  considerations.  Type  D 
medicated  feed  articles  containing  am¬ 
prolium  and  ethopabate  as  the  sole 
drugs,  processed  from  Type  C  medicat¬ 
ed  feed  articles  containing  not  more 
than  0.05  percent  amprolium  and  0.016 


percent  ethopabate,  and  conforming 
to  the  requirements  of  paragraph  (e) 
of  this  section  are  not  required  to 
comply  with  the  provisions  of  section 
512(m)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act.  Do  not  use  in  Type  B,  C, 
or  D  articles  containing  bentonite. 

(d)  Related  tolerances.  See  §§  556.50 
and  556.260  of  this  chapter. 

(e)  Conditions  of  use.  (1)  It  is  used  in 
Type  D  medicated  feed  articles  for 
chickens  as  follows: 


Amprolium  and  Combination  in  grams 

ethopabate  in  per  ton  Indications  for  use  Limitations  Sponsor 

grams  per  ton 


(i)  Amprolium 
113.5  (0.0125 
pet)  and 
ethopabate  3.6 
(0.0004  pet). 

(ii)  Amprolium 
113.5  (0.0125 
pet)  and 
ethopabate  3.6 
(0.0004  pet). 


(iii)  Amprolium 
113.5  (0.015  pet) 
and  ethopabate 
36.3  (0.004  pet). 


Broiler  chickens  as  an  aid  in  the  prevention  of  coc-  Not  for  laying  hens;  as  sole  source  of  amprolium 
cidiosis. 


Bambermycins  2  to  3 
plus  roxarsone 
22.8  to  34.1  (0.0025 
pet  to  0.00375  pet). 


Broiler  chickens;  as  an  aid  in  the  prevention  of 
coccidiosis,  for  increased  rate  of  weight  gain,  im¬ 
proved  feed  efficiency,  and  pigmentation. 


Lincomycin  2  to  4  . 


Lincomycin  2  to  4 
plus  roxarsone 
45.4  (0.005  pet). 
Roxarsone  45.4 
(0.005  pet). 


Arsanilic  acid  90 
(0.01  pet)  plus 
erythromycin  4.6 
to  18.5. 

Bacitracin  4  to  50.... 


Broiler  chickens;  for  increase  in  rate  of  weight 
gain;  improved  feed  efficiency;  sis  an  aid  in  the 
prevention  of  coccidiosis. 

Broiler  chickens;  for  increase  in  rate  of  weight 
gain;  improved  feed  efficiency  and;  pigmenta¬ 
tion;  as  an  aid  in  the  prevention  of  coccidiosis. 

Broiler  chickens;  to  aid  in  prevention  of  coccidiosis 
where  severe  exposure  to  coccidiosis  from  Ei- 
meria  acervulina,  E.  maxima,  and  £.  brunetti  is 
likely  to  occur;  for  increased  rate  of  weight  gain 
in  broiler  chickens  raised  in  floor  pens. 


Broiler  chickens  and  replacement  chickens  where 
immunity  to  coccidiosis  is  not  desired;  as  an  aid 
in  the  prevention  of  coccidiosis  where  severe  ex¬ 
posure  to  coccidiosis  from  Eimeria  acervulina, 
E.  maxima,  and  E.  brunetti  is  likely  to  occur. 

Broiler  chickens  and  replacement  chickens  where 
immunity  to  coccidiosis  is  not  desired;  preven¬ 
tion  of  coccidiosis;  growth  promotion  and  feed 
efficiency;  improve  pigmentation. 

Broiler  chickens  and  replacement  chickens  where 
immunity  to  coccidiosis  is  not  desired;  to  aid  in 
prevention  of  coccidiosis  where  severe  exposure 
to  coccidiosis  from  Eimeria  acervulina,  E. 
maxima,  and  E.  brunetti  is  likely  to  occur:  for 


P^d  continuously  as  the  sole  ration;  as  sole  source  of  am- . 
prolium  and  organic  arsenic;  amprolium  and  ethopabate 
as  provided  by  No.  OOOOOS  in  sec.  510.600(0  of  this  chap¬ 
ter,  roxarsone  by  No.  017210,  bambermycins  by  No. 
000039;  withdraw  5  d  before  slaughter. 

Not  for  laying  chickens;  as  lincomycin  hydrochloride  . 
monohydrate;  as  sole  source  of  amprolium. 

Not  for  laying  chickens;  as  lincomycin  hydrochloride  . 
monohydrate;  withdraw  5  d  before  slaughter,  as  sole 
source  of  amprolium  and  organic  arsenic. 

Do  not  feed  to  laying  chickens;  withdraw  5  d  before  . 
slaughter;  as  sole  source  of  amprolium;  do  not  use  as  a 
treatment  for  outbreaks  of  coccidiosis;  feed  as  sole 
ration  from  time  chickens  are  placed  on  litter  until  past 
the  time  when  coccidiosis  is  ordinarily  a  hazard;  roxar¬ 
sone  as  provided  by  No.  017210  in  sec.  510.600(c)  of  this 
chapter;  combinations  as  provided  by  No.  GC0G08. 

Not  for  chickens  over  16  weeks  of  age . 


Not  for  laying  hens;  withdraw  5  d  before  slaughter;  as . 
sole  source  of  organic  arsenic;  as  erythromycin  thio¬ 
cyanate. 

Not  for  chickens  over  16  weeks  of  age;  do  not  feed  to . 
laying  chickens;  as  sole  source  of  amprolium;  not  for 
use  as  a  treatment  for  outbreaks  of  coccidiosis;  as  baci¬ 
tracin  methylene  disalicylate  as  provided  by  No.  046573 
or  bacitracin  zinc  as  provided  by  No.  012769  in  sec. 


FEDERAL  REGISTER,  VOL.  43,  NO.  11— TUESDAY,  JANUARY  17,  1978 


2538 


PROPOSED  RULES 


Amproliutn  and  Combination  in  grams 

ethopabate  in  per  ton  Indications  for  use  ’  limitations  Sponsor 

grams  per  ton 

increased  rate  of  weight  gain  in  broiler  chickens  510.600<c)  of  this  chapter:  feed  as  the  sole  ration  from 
raised  in  floor  pens.  the  time  chickens  are  placed  on  litter  imtil  past  the 

‘  time  when  coccidiosis  is  ordinarily  a  hazard;  combina¬ 

tion  as  provided  by  No.  000006  in  sec.  510.600(c)  of  this 
,  chapter. 

Bacitracin  5  to  35  Broiler  chickens;  for  increased  rate  of  weight  gain  Do  not  feed  to  laying  chickens;  withdraw  5  d  before . . 

plus  roxarsone  34  and  as  an  aid  in  the  prevention  of  co<x;idiosis  slaughter,  as  sole  source  of  amprolium  and  organic  ar- 

(0.00375  pet).  where  severe  exposure  to  coccidiosis  from  £t-  senic;  do  not  use  as  a  treatment  for  outbreaks  of  cocci- 

meria  acervulina,  E.  maxima,  and  E.  brunetti  is  diosis;  feed  as  the  sole  ration  from  time  chickens  are 

likely  to  occur  in  broiler  chickens  raised  in  floor  placed  on  litter  until  past  the  time  when  coccidiosis  is 

pens.  ordinarily  a  hazard;  amprolium  and  ethopabate  as  pro¬ 

vided  by  No.  000006  in  sec.  510.600(c)  of  this  chapter; 
bacitracin  methylene  disalicylate  as  provided  by  No. 

046573  or  bacitracin  zinc  as  provided  by  No.  012769  in 
sec.  510.600(c)  of  this  chapter;  roxarsone  as  provided  by 
No.  017210  in  sec.  510.600(c)  of  this  chapter;  combina¬ 
tion  as  provided  by  No.  000006  in  sec.  510.600(c)  of  this 
chapter. 

Bacitracin  20  to  35  Broiler  chickens;  for  Increased  rate  of  weight  gain.  Do  not  feed  to  laying  chickens:  withdraw  5  d  before . 

plus  roxarsone  34  Improved  feed  efficiency,  and  as  an  aid  in  the  slaughter;  as  sole  source  of  amptolium  and  organic  ar- 

(0.00375  pet).  prevention  of  coccidiosis  where  severe  exposure  senic;  do  not  use  as  a  treatment  for  outbreaks  of  eexx:!- 

to  coccidiosis  from  Eimeria  acervulina,  E.  diosis;  feed  as  the  sole  ration  from  time  chickens  are 

maxima,  and  E.  brunetti  is  likely  to  occur  in  placed  on  litter  until  past  the  time  when  coccidiosis  is 

broiler  chickens  raised  in  floor  pens.  ordinarily  a  hazard;  amprolium  and  ethopabate  as  pro¬ 

vided  by  No.  000006  in  sec.  510.600(c)  of  this  chapter; 
bacitracin  methylene  disalicylate  as  provided  by  No. 

046573  in  sec.  510.600(c)  of  this  chapter:  roxarsone  as 
provided  by  No.  017210  in  sec.  510.600(c)  of  this  chapter; 
combination  as  provided  by  No.  000006  in  sec.  510.600(c) 
of  this  chapter. 

Bambermycins  1  to  3  Broiler  chickens;  as  an  aid  in  the  prevention  of  Feed  continuously  as  the  sole  ration;  as  sole  source  of  am- . . 

(xjccidiosis  from  Eimeria  acervulina,  E.  maxima,  prolium;  amprolium  and  ethopabate  as  provided  by  No. 

and  E.  brunetti  is  likely  to  occur;  for  increase(i  000006  in  sec.  510.600(c)  of  this  chapter,  bambermycins 

rate  of  weight  gain,  and  Improved  feed  efficien-  as  provided  by  No.  000039  in  sec.  510.60(Kc)  of  this  chap- 

cy.  ter. 

Bambermycins  1  to  3  Broiler  chickens;  as  an  aid  in  the  prevention  of  Feed  continuously  as  the  sole  ration;  as  source  of  ampro- . 

plux  roxarsone  coccidiosis  where  severe  exposure  to  cotxidiosis  liiun  and  organic  arsenic:  amproUum  and  ethopabate  as 

22.8  to  34.1  (0.0025  from  Eimeria  acervulina,  E.  maxima,  and  E.  provided  by  No.  000006  in  sec.  510.600<c)  of  this  chapter, 

pet  to  0.00375  pet).  brunetti  is  likely  to  occur;  for  increased  rate  of  roxarsone  by  No.  017210,  bambermycins  by  No.  000039. 

weight  gain:  improved  feed  efficiency,  and  im-  Withdraw  5  d  before  slaughter, 

proved  pigmentation. 

Kythromycin  4.6  to  Broiler  chickens  and  replacement  chickens  where  Not  for  laying  hens;  withdraw  24  h  before  slaughter;  as . 

18.5.  immunity  to  cocxxdiosis  is  not  desired;  preven-  erythromycin  thiocyanate, 

tion  of  ccxxiidiosis;  growth  promotion  and  feed 
efficiency. 

(iv)  Amprolium  .  P\>r  broiler  chickens  and  replacement  chickens  Not  for  laying  hen's . 

113.5  to  227  where  immunity  to  coccidiosis  is  not  desired: 

(0.0125  to  0.025  prevention  of  co(x:ldiosis. 

pet)  and 
ethopabate  3.6 
(0.0004  pci). 

Arsanilic  acid  90  Broiler  chickens  and  replacement  chickens  where  As  sole  source  of  organic  arsenic;  withdraw  5  d  before . . 

(0.01  pet).  immunity  to  (weeidiosis  is  not  desii-ed;  preven-  slaughter;  not  for  laying  hens, 

tion  of  coccidiosis;  growth  promotion  and  feed 
efficiency;  improving  pigmentation. 

Arsanilic  acid  90  1.  For  broiler  chickens  and  replacement  chickens  Feed  for  2  d  before  stress  and  3  to  6  d  after  stress;  with- . 

(0.01  pet)  plus  where  immunity  to  (xiccidiosis  is  not  desired;  draw  5  d  before  slaughter;  as  sole  source  of  organic  ar- 

erythromycin  92.5.  prevention  of  (xxxidiosis;  as  an  aid  in  the  pre-  senic;  not  for  laying  hens, 

vention  of  chronic  respiratory  disease  during  pe¬ 
riods  of  stress;  growth  promotion  and  feed  effi- 
(Hency;  Improving  pigmentation. 

2.  For  broiler  chickens  and  replacement  chickens  Feed  for  7  to  14  d;  withdraw  5  h  before  slaughter;  as  sole . 


where  immunity  to  co(x;idiosis  is  not  desired;  source  of  organic  arsenic;  not  for  laying  hens, 
prevention  of  c(xx;idiosis;  as  an  aid  in  the  pre¬ 
vention  of  Infectious  (torj’za;  growth  promotion 
and  feed  efficiency,  improving  pigmentation. 

Arsanilic  acid  90  For  broiler  chickens  and  replacement  chickens  Feed  for  5  to  8  d;  do  not  use  in  blrcis  producing  eggs  for 
(0.01  pet)  plus  where  immunity  to  coccidiosis  is  not  desired;  food  purposes;  withdraw  5  d  before  slaughter:  as  sole 

erythromycin  185.  prevention  of  coccidiosis;  as  an  aid  in  the  pre-  souice  of  organic  arsenic, 

vention  and  reduction  of  lesions  and  in  lowering 
severity  of  chronic  respiratory  disease;  grotvih 
promotion  and  feed  efficiency;  improving  pig¬ 
mentation. 

Bacitracin  4  to  50 .  For  broiler  chickens  and  replacement  chickens  As  bacitracin  methylene  dlsallcylate;  not  for  laying  hens... 

where  immunity  to  c(xx;idiosis  is  not  desired; 
prevention  of  coccidiosis:  growth  promotion  and 
feed  efficiency. 


Bacitracin  100  to  200  1.  Broiler  chickens  and  replacement  chickens  do . 

where  immunity  to  coccidiosis  is  not  desired; 
prevention  of  coccidiosis;  treatment  of  chronic 
respiratory  disease  (air-sac  infection)  and  blue 
comb  (nonspecific  Infectious  enteritis). 

2.  For  broiler  chickens  and  replacement  chickens  As  zinc  bacitracin,  not  for  laying  hens . 

where  irmnimity  to  coccidiosis  is  not  desired; 
prevention  of  coccidiosis;  treatment  of  chronic 
respiratory  disease  (air -sac  infection),  blue  (X)mb 
(nonspecific  infectious  enteritis). 

Bacitracin  4  to  50  Broiler  chickens  and  replacement  chickens  where  As  bacitracin  methylene  disalicylate;  not  for  laying  hens; 
plus  roxarsone  Immunity  to  coccidiosis  is  not  desired;  preven-  as  sole  souiee  of  organic  arsenic;  withdraw  5  d  before 

22.7  to  45.4  (0.0025  tion  of  ctxxidiosis;  growth  promotion  and  feed  slaughter, 

to  0.005  pet).  efficiency;  improving  pigmentation. 
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Amprolium  and  Combination  in  grams 
ethopabate  in  ’  per  ton 
grams  per  ton 


Indications  for  use 


Chlortetracycline 
100  to  200. 


Chlortetracycline 

200. 


Erythromycin  02.5... 


Erythromycin  IBS. 


Penicillin  2.4  to  SO .... 


Penicillin  plus 
streptomycin  90  to 
180  (of 

combination). 

Roxarsone  22.7  to 
45.5  (0.0025  to 
0.005  pet). 


(V)  Amprolium  Bacitracin  10.. 
136.2  (0.015  pet) 
and  ethopabate 
3.6  (0.0004  pet). 


Broiler  chickens  and  replacement  chickens  where 
immunity  to  coccidiosis  is  not  desired;  preven¬ 
tion  of  coccidiosis;  treatment  of  chronic  respira¬ 
tory  disease  (air-sac  infection),  blue  comb  (non¬ 
specific  infectious  enteritis);  prevention  of  syno¬ 
vitis. 

Broiler  chickens  and  replacement  chickens  where 
immunity  to  coccidiosis  is  not  desired;  preven¬ 
tion  of  coccidiosis;  treatment  of  chronic  respira¬ 
tory  disease  caused  by  strains  of  Mycoplasma 
gallisepticum  susceptible  to  chlortetracycline. 

1.  Broiler  chickens  and  replacement  chickens 
where  immunity  to  coccidiosis  is  not  desired; 
prevention  of  coccidiosis;  as  an  aid  in  the  pre¬ 
vention  of  chronic  respiratory  disease  during  pe¬ 
riods  of  stress. 

2.  Broiler  chickens  and  replacement  chickens 
where  immunity  to  coccidiosis  is  not  desired; 
prevention  of  coccidiosis;  as  an  aid  in  the  pre¬ 
vention  of  infectious  coryza. 

Broiler  chickens  and  replacement  chickens  where 
immunity  to  coccidiosis  is  not  desired;  preven¬ 
tion  of  coccidiosis;  as  an  aid  in  the  prevention 
and  reduction  of  lesions  and  in  lowering  severity 
of  chronic  respiratory  disease. 

Broiler  chickens  and  replacement  chickens  where 
immunity  to  coccidiosis  is  not  desired;  preven¬ 
tion  of  coccidiosis;  growth  promotion  and  feed 
efficiency;  improving  pigmentation. 

Broiler  chickens  and  replacement  chickens  where 
immunity  to  coccidiosis  is  not  desired;  preven¬ 
tion  of  coccidiosis;  treatment  of  chronic  respira¬ 
tory  disease  (air-sac  infection),  blue  comb  (non¬ 
specific  infectious  enteritis). 

Broiler  chickens  and  replacement  chickens  where 
immunity  to  coccidiosis  is  not  desired;  preven¬ 
tion  of  coccidiosis;  growth  promotion  and  feed 
efficiency;  improving  pigmentation. 

Broiler  chickens,  as  an  aid  in  the  prevention  of 
coccidiosis;  growth  promotion  and  feed  efficien¬ 
cy. 


Not  for  laying  hens;  as  chlortetracycline  hydrochloride. 


In  low  calcium  Type  D  article  containing  O.S  pet  dietary  . 
calcium  and  1.5  pet  sodium  sulfate;  feed  continuously  as 
sole  ration  for  not  more  than  the  1st  3  weeks  of  life;  not 
for  laying  hens. 

Feed  for  2  d  before  stress  and  3  to  6  d  after  stress;  with- . 
draw  24  h  before  slaughter;  not  for  laying  hens. 


Feed  to  7  to  14  d;  withdraw  24  h  before  slaughter;  not  for  . 
laying  hens. 


Feed  for  5  to  8  d;  do  not  use  in  birds  producing  eggs  for  . 
food  purposes;  withdraw  48  h  before  slaughter. 


Not  for  laying  hens;  as  procaine  penicillin.. 


Type  D  article  contains  16.7  pet  penicillin;  as  procaine . 
penicillin;  as  streptomycin  sulfate;  not  for  laying  hens. 


As  sole  source  of  organic  arsenic;  withdraw  5  d  before . 
slaughter,  not  for  laying  hens. 


Feed  as  sole  ration;  use  as  sole  source  of  amprolium;  do 
not  feed  to  laying  hens  as  bacitracin  methylene  dlsalicy- 
late. 


§  558.60  Arsanilate  sodium. 

(a)  [Reserved] 

(b)  Assay  limits.  Type  D  medicated 
feed  article  75  to  125  percent  of  la¬ 
beled  amount. 

(c)  Special  considerations.  Type  D 
medicated  feed  articles  containing  ar¬ 
sanilate  sodium  as  the  sole  drug  and 
conforming  to  the  requirements  of 
paragraph  (e)  of  this  section  are  not 

■  require(i  to  comply  with  the  provisions 
of  section  512(m)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act. 

(d)  Related  tolerances.  See  §  556.60 
of  this  chapter. 

(e)  Conditions  of  use.  (1)  It  is  used  in 
this  Type  D  medicated  feed  article  for 


chickens  and  turkeys  as  follows: 

(1)  Grams  per  ton.  90  (0.01  percent). 

(ii)  Indications  for  use.  For  growth 
promotion  and  feed  efficiency;  improv¬ 
ing  pigmentation. 

(iii)  Limitations.  Withdraw  5  days 
before  slaughter;  as  sole  source  of  or¬ 
ganic  arsenic. 

(2)  Arsanilate  sodium  may  be  used  in 
accordance  with  the  provisions  of  this 
section  in  the  combinations  provided 
as  follows: 

(i)  Amprolium  in  accordance  with 
§  558.55. 

(ii)  Zoalene  in  accordance  with 
§  558.680. 


§  558.62  Arsanilic  acid. 

(a)  [Reserved] 

(b)  Assay  limits.  Type  D  medicated 
feed  article:  75  to  125  percent  of  la¬ 
beled  amount. 

(c)  Special  considerations.  Type  D 
medicated  feed  articles  containing  ar¬ 
sanilic  acid  as  the  sole  drug  and  con¬ 
forming  to  the  requirements  of  para¬ 
graph  (e)  of  this  section  are  not  re¬ 
quired  to  comply  with  the  provisions 
of  section  512(m)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act. 

(d)  Related  tolerances.  See  §556.60 
of  this  chapter. 

(e)  Conditions  of  use— (1)  It  is  used 
in  the  Type  D  medicated  feed  article 
for  chickens  and  turkeys  as  follows: 


Arsanilic  acid  in  Combination  in  grams 
grams  per  ton  per  ton 


Indications  for  use 


.  1.  Chickens;  growth  promotion  and  feed  efficien¬ 
cy;  improving  pigmentation. 

2.  Turkeys;  growth  promotion  and  feed  efficiency; 
improving  pigmentation. 

Erythromycin  4.6  to  Chickens;  growth  promotion  and  feed  efficiency; 

18.5.  improving  pigmentation. 

Erythromycin  92.5....  1.  Chickens;  as  an  aid  in  the  prevention  of  chronic 
respiratory  disease  during  periods  of  stress; 
growth  promotion  and  feed  efficienty;  improv¬ 
ing  pigmentation. 

2.  Chickens;  as  an  aid  in  the  prevention  of  infec¬ 
tions  coryza;  growth  promotion  and  feed  effi¬ 
cienty;  improving  pigmentation. 

Erythromycin  185.....  Chickens;  as  an  aid  in  the  prevention  and  reduc¬ 
tion  of  lesions  and  in  lowering  severity  of  chron¬ 
ic  respiratory  disease;  growth  promotion  and 
feed  efficiency;  improving  pigmentation. 


Withdraw  5  d  before  slaughter;  as  sole  source  of  organic . 
arsenic. 

do . 


As  erythromycin  thiocyanate;  feed  for  2  d  before  stress . 
and  3  to  6  d  after  stress;  withdraw  5  d  before  slaughter, 
as  sole  source  of  organic  arsenic. 

As  erythromycin  thiocyanate;  feed  for  2  d  before  stress . 
and  3  to  6  d  after  stress;  withdraw  5  d  before  slaughter; 
as  sole  source  of  organic  arsenic. 

As  erythromycin  thiocyanate;  feed  for  7  to  14  d;  withdraw  . 
5  d  before  slaughter,  as  sole  source  of  organic  arsenic. 

As  erythromycin  thiocyanate;  feed  for  5  to  8  d;  do  not  use  . 
in  birds  producing  eggs  for  food  purposes;  withdraw  5  d 
before  slaughter,  as  sole  source  of  organic  arsenic. 
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(2)  Arsanilic  acid  may  be  used  in  ac¬ 
cordance  with  the  provisions  of  this 
section  in  the  combinations  provided 
as  follows; 

(i)  Amprolium  in  accordance  with 
§  558.55. 

(ii)  Amprolium  and  ethopabate  in  ac¬ 
cordance  with  §  558.58. 

(iii)  bacitracin  zinc  in  accordance 
with  §  558.78. 

(iv)  Bacitracin  and  zoalene  in  accor¬ 
dance  with  §  558.680. 

(V)  Buquinoiate  in  accordance  with 
§558.105.  ' 


Bacitracin 

methylene  Combination  in  grams 
disalicylate  in  per  ton 

grams  per  ton 


PROPOSED  RULES 

(vi)  Zoalene  in  accordance  with 
§  558.680. 

§  558.76  Bacitracin  methylene  disalicylate. 

(a)  [Reserved] 

(b)  Assay  limits.  Type  D  medicated 
feed  article:  70  to  130  percent  of  la¬ 
beled  amotint. 

(c)  Special  considerations.  (1)  The 
Quantities  of  antibiotics  are  expressed 
in  terms  of  the  equivalent  amount  of 
antibiotic  standard. 


Indications  for  use 


(2)  Type  D  medicated  feed  articles 
containing  bacitracin  methylene  disali¬ 
cylate  and  conforming  to  the  require¬ 
ments  of  paragraph  (e)(1)  and  (e)(2) 
are  not  required  to  comply  with  the 
provisions  of  section  512(m)  of  the 
Federal  Pood,  Drug,  and  Cosmetic  Act. 

(d)  Related  tolerances.  See  §556.70 
of  this  chapter. 

(e)  Conditions  of  use.  (1)  It  is  used  as 
bacitracin  methylene  disalicylate  in 
the  Type  D  medicated  feed  article  as 
follows: 


Limitations  Sponsor 


(1)4  to  50 . 

(ii)  5  to  20 . 

(iii)  10  to  50 ... 

(iv)  50  to  100.. 


100  of  Penicillin 

combination. 

(Vi)  100  to  200 . 

100  to  200  of  Penicillin 

(x>mbination. 


Chickens,  turkeys,  and  pheasants;  growth  promo¬ 
tion  and  feed  efficiency. 

Quail:  not  over  5  weeks  of  age;  growl  h  promotion 
and  feed  efficnency. 

1.  Swine;  growth  promotion  and  feed  efficiency . 

2.  Chickens;  maintaining  or  increasing  egg  prodvic- 
tion. 

1.  Chickens;  prevention  of  chronic  respiratory  dis-  . 

ease  (airsac  infection):  blue  comb  (nonspecific 

infectious  enteritis). 

2.  Swine:  aid  in  prevention  of  bacterial  swine  en-  . 

teritis. 

3.  Turkeys;  prevention  of  infectious  sinusitis,  blue  . 

comb  (mud  fever). 

1.  Chickens;  maintaining  or  increasing  hatchabll-  . 

Ity  of  eggs. 

2.  Chickens;  during  times  of  stress,  prevention  of  . 

diseases  named  in  this  section  caused  by  organ¬ 
isms  susceptible  to  bacitracin. 

3.  Chickens:  prevention  of  early  mortality  of  For  chicks;  in  starter  ration 
chicks  due  to  susceptible  organisms. 

4.  Swine;  treatment  of  bacterial  swine  enteritis . 

1.  Chickens;  maintaining  or  increasing  hatchabil- 
ity  of  eggs. 

2.  Swine;  treatment  of  bacterial  swine  enteritis . 


Feed  50  g  per  ton  1st  4  to  6  weeks  of  egg  production;  10  to  . 
SO  g  per  ton  for  remainder  of  egg-laying  period. 


1.  Chickens;  treatment  of  chronic  respiratory  dis¬ 
ease  (airsac  infection);  blue  comb  (nonspecific 
infectious  enteritis). 

2.  Turkeys;  treatment  of  infectious  sinusitis,  blue 
comb  (mud  fever). 

1.  Chickens;  treatment  of  chronic  respiratory  dis¬ 
ease  (airsac  infection);  blue  comb  (nonspecific 
infectious  enteritis). 

2.  Turkeys;  treatment  of  infectious  sinusitis,  blue 
comb  (mud  fever). 


Type  D  article  combination  containing  75  g  of  bacitracin  . 

plus  25  g  of  penicillin;  as  procaine  penicillin. 

Type  D  article  (»ntaining  50  to  75  pet  of  bacitracin;  as . 
procaine  penicillin. 


Type  D  article  containing  not  less  than  25  g  of  penicillin  . 
nor  less  than  50  g  of  bacitracin;  as  procaine  penicillin. 


(2)  It  is  used  as  bacitracin  methylene 
disalicylate  in  Type  C  or  D  medicated 
feed  article  for  cattle  as  follows: 

(i)  Amount.  70  milligrams  per  head 
per  day. 

(a)  Indications  for  use.  Feedlot  beef 
cattle;  reduction  in  the  number  of 
liver  condemnations  due  to  abscesses. 

(5)  Limitations.  Administer  contin- 
ously  throughout  the  feeding  period. 

(ii)  Amount.  250  milligrams  per  head 
per  day. 

(a)  Indications  for  use.  Feedlot  beef 
cattle;  reduction  in  the  number  of 
liver  condemnations  due  to  abscesses. 

(6)  Limitations.  Administer  contin- 
ously  for  5  days  then  discontinue  for 
subsequent  25  days,  repeat  the  pattern 
during  the  feeding  period. 

(3)  it  is  used  as  bacitracin  methylene 
disalicylate  in  accordance  with  the 

Bacitracin,  zinc  in  Combination  (grams 

grams  per  ton  per  ton) 


provisions  of  this  section  in  the  combi¬ 
nations  provided  as  follows: 

(i)  Amprolium  in  accordance  with 
§  558.55. 

(ii)  Amprolium  with  ethopabate  in 
accordance  with  §  558.58. 

(iii)  Arsanilic  acid  with  zoalene  in  ac¬ 
cordance  with  §  558.680. 

(iv)  Carbarsone  (not  U.S.P.)  in  accor¬ 
dance  with  §  558.120. 

(V)  Diethlstilbestrol  in  accordance 
with  §  558.225. 

(vi)  Hygromycin  B  in  accordance 
with  §  558.274. 

(vii)  Monensin  in  accordance  with 
§  558.355. 

§  558.78  Bacitracin,  zinc. 

(a)  Approvals.  (1)  Type  A  medicated 
feed  article  of  50  grams  bacitracin  per 
pound  granted  to  No.  046573  in 
§  510.600(c)  of  this  chapter. 


(2)  [Reserved] 

(b)  Assay  limits.  Type  D  medicated 
feed  article:  70  to  130  percent  of  la¬ 
beled  amount. 

(c)  Special  considerations.  (1)  The 
quantities  of  antibiotics  are  expressed 
in  terms  of  the  equivalent  amount  of 
antibiotic  standard. 

(2)  Type  D  medicated  feed  articles 
containing  bacitracin  zinc  and  con¬ 
forming  to  the  requirements  of  para¬ 
graph  (e)  (1)  and  (2)  of  this  section  are 
not  required  to  comply  with  the  provi¬ 
sions  of  section  512(m)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act. 

(d)  Related  tolerances.  See  §556.70 
of  this  chapter. 

(e)  Conditions  of  use.  (1)  It  is  used  as 
zinc  bacitracin  in  the  Type  D  medicat¬ 
ed  feed  article  as  follows: 


Inid(»tions  for  use 


Limitations 


Sponsor 


(ii)  5  to  20  . 


(iii)  10  to  50 . 


1.  Chickens  turkeys,  and  pheasants;  growth  pro-  . 

motion  and  feed  efficiency. 

2.  Chickens,  turkeys,  and  pheasants;  for  increased  Growing  chickens,  turkeys,  and  pheasants . 

rate  of  weight  gain  and  improved  feed  efficiency. 

1.  Quail;  growth  promotion  and  feed  efficiency .  In  quail  not  over  5  weeks  of  age . . 

2.  Quail;  for  increased  rate  of  weight  gain  and  im-  Growing  quail;  feed  as  Type  D  article  to  starting  quail 

proved  feed  efficiency.  through  5  weeks  of  age. 

1.  Swine:  growth  promotion  and  feed  efficiency . 
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Bacitracin,  zinc  in  Combination  (grams 
grams  per  ton  per  ton) 


Indications  for  use 


Limitations 


Sponsor 


(iv)  50  to  100. 


(V)  too. 


100  of  Penicillin 

combination. 

(Vi)  100  to  500 . 


100  to  500  of  Penicillin 
combination. 


2.  Chickens;  maintaining  or  increasing  egg  produc¬ 
tion. 

1.  Chickens;  prevention  of  chronic  respiratory  dis¬ 
ease  (air-sac  infection);  blue  comb  (nonspecific 
infectious  enteritis). 

2.  Turkeys;  prevention  of  infectious  sinusitis,  blue 
(X)mb  (mud  fever). 

3.  Swine;  aids  in  the  prevention  of  bacterial  swine 
enteritis. 

1.  Chickens;  maintaining  or  increasing  hatchabil- 
ity  of  eggs. 

2.  Chickens;  during  times  of  stress,  prevention  of 
diseases  named  in  this  section  caused  by  organ¬ 
isms  susceptible  to  bacitracin. 

3.  Swine;  treatment  of  bacterial  swine  enteritis . 

Swine;  treatment  of  bacterial  swine  enteritis  . . 

1.  Chickens;  treatment  of  chronic  respiratory  dis¬ 
ease  (air-sac  infection);  blue  comb  (nonspecific 
infectious  enteritis). 

2.  Chickens;  prevention  of  early  mortality  of 
chicks  due  to  susceptiable  organisms. 

3.  Turkeys;  treatment  of  infe(;tious  sinusitis,  blue 
comb  (mud  fever). 

1.  Chickens;  treatment  of  chronic  respiratory  dis¬ 
ease  (air-sac  infection);  blue  comb  (nonspecific 
infectious  enteritis). 

2.  Turkeys;  treatment  of  infectious  sinusitis,  blue 
comb  (mud  fever). 


Feed  50  g  per  ton  1st  4  to  6  weeks  cf  egg  pr(x)uction;  10  to 
50  g  per  ton  for  remainder  of  egg-laying  period. 


Type  D  article  containing  50  to  75  pet  bacitracin;  as  pro¬ 
caine  penicillin. 


For  chicks;  in  starter  feed. 


Type  D  article  containing  not  less  than  50  pet  nor  more 
than  75  pet  of  bacitracin  except  that  it  contains  not 
more  than  125  g  of  penicillin;  as  procaine  penicillin, 
do . 


(2)  It  is  used  in  a  Type  D  medicated 
feed  article  for  growing  cattle,  in  an 
amount  providing  not  less  than  35  mil¬ 
ligrams  and  not  more  than  70  mili- 
grams  per  animal  per  day  to  aid  in 
stimulating  growth  and  improving 
feed  efficiency. 

(3)  Bacitracin  zinc  is  used  in  accor¬ 
dance  with  the  provisions  of  this  sec¬ 
tion  in  the  combinations  provided  as 
follows: 

(i)  Amprolium  in  accordance  with 
§558.55. 

(ii)  Amprolium  with  ethopabate  in 
accordance  with  §558.58. 

(iii)  Arsanilic  acid  and  zoalene  in  ac¬ 
cordance  with  §  558.680. 

(iv)  Diethylstilbestrol  in  accordance 
with  §558.225. 

(V)  Hygromycin  B  in  accordance 
with  §558.274. 

(vi)  Monensin  in  accordance  with 
§558.355. 

(vii)  Zoalene  in  accordance  with 
§558.680. 


§  558.95  Bambermycihs. 

(a)  Specifications.  Bambermycins 
are  the  dried  fermentation  residues 
produced  by  the  fermentation  of 
Streptomyces  bamergiensis,  Strepto- 
myces  ghanaensis,  Streptomyces  eder- 
ensis,  Streptomyces  geysiriensis,  and 
mutants  and  variants  of  these  organ¬ 
isms. 

(b)  Approvals.  Type  A  medicated 
feed  article,  2  grams  of  bambermycins 
activity  per  pound  of  Type  A  article, 
see  No.  000039  in  §  510.600(c)  of  this 
chapter. 

(c)  Assay  limits.  Type  A  medicated 
feed  article:  90  to  110  percent  of  la¬ 
beled  amount  of  bambermycins  activ¬ 
ity.  Type  D  medicated  feed  article:  70 
to  130  percent  of  the  labeled  amount 
of  bambermycins  activity. 

(d)  [Reserved! 

(e)  Conditions  of  use— (1)  Broiler 
chicken  Type  D  medicated  feed  article. 
It  is  used  as  follows: 

(i)  Amount  per  ton.  1  to  2  grams. 

(a)  Indications  for  use.  For  in¬ 


creased  rate  of  weight  gain  and  im¬ 
proved  feed  efficiency. 

(6)  Limitations.  Feed  continuously 
as  the  sole  ration. 

(ii)  Amount  per  ton.  Bambermycins, 
1  to  3  grams  plus  amprolivun,  113.5 
grams  (0.125  percent)  plus  ethopabate, 
36.3  grams  (.004  percent). 

(a)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  where 
severe  exposure  to  coccidiosis  from  E. 
acervulina,  E.  maxima,  and  E.  brun- 
etti  is  likely  to  occur.  For  increased 
rate  of  weight  gain  and  improved  feed 
efficiency. 

(&)  Limitations.  Feed  continuously 
as  the  sole  ration;  as  sole  source  of  am- 
prolium;  amprolium  and  ethopabate  as 
provided  by  No.  000006  m  §  510.600(c) 
of  this  chapter. 

(iii)  Amount  per  ton.  Bambermycins, 
1  to  3  grams  plus  amprolium,  113.5 
grams  (.0125  percent)  plus  ethopabate, 
36.3  grams  (.004  percent)  plus  roxar- 
sone,  22.8  to  34.1  grams  (.0025-.00375 
percent). 

(а)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  where 
severe  exposure  to  coccidiosis  from  E. 
acervulina,  E.  maxima,  and  E.  brun- 
etti  is  likely  to  occur.  For  increased 
rate  of  weight  gain,  improved  feed  ef¬ 
ficiency,  and  improved  pigmentation, 

(б)  Limitations.  Feed  continuously 
as  the  sole  ration;  as  sole  source  of  am¬ 
prolium  and  organic  arsenic;  ampro¬ 
lium  and  ethopabate  as  provided  by 
No.  000006  in  §  510.600(c)  of  this  chap¬ 
ter,  roxarsone  as  provided  by  No. 
017210  in  §510.600(0  of  this  chapter. 
Withdraw  5  days  before  slaughter. 

(iv)  Amount  per  ton.  Bambermycins, 
1  to  3  grams  plus  amprolium,  113.5 
grams  (.0125  percent)  plus  ethopabate, 
3.63  grams  (.0004  percent)  plus  roxar¬ 
sone,  22.8  to  34.1  grams  (.0025-.00375 
percent). 

(a)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis.  For  in¬ 
creased  rate  of  weight  gain,  improved 
feed  efficiency,  and  improved  pigmen¬ 
tation. 

(&)  Limitations.  Feed  continuously 
as  the  sole  ration;  as  sole  source  of  am¬ 
prolium  and  organic  arsenic:  ampro¬ 


lium  and  ethopabate  as  provided  by 
No.  000006  in  §  510.600(c)  of  this  chap¬ 
ter,  roxarsone  as  provided  by  No. 
017210  in  §  510.600(c)  of  this  chapter. 
Withdraw  5  days  before  slaughter. 

(V)  Amount  per  ton.  Bambermycins, 
1  to  3  grams  plus  amprolium,  113.5 
grams  (.0125  percent)  plus  roxarsone, 
22.8  to  34.1  grams  (.0025-.00375  per¬ 
cent). 

(а)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis.  For  in¬ 
creased  rate  of  weight  gain,  improved 
feed  efficiency,  and  improved  pigmen¬ 
tation. 

(б)  Limitations.  Feed  continuously 
as  the  sole  ration;  as  sole  source  of  am¬ 
prolium  and  organic  arsenic;  ampro¬ 
lium  as  provided  by  No.  000006  in 
§  510.600(c)  of  this  chapter,  roxarsone 
as  provided  by  No.  017210  in 
§  510.600(c)  of  this  chapter.  Withdraw 
5  days  before  slaughter. 

(vi)  Amount  per  ton.  Bambermycins, 
1  gram  plus  monensin,  90  to  IK) 
grams. 

(a)  Indications  for  use.  For  in¬ 
creased  rate  of  weight  gain  and  im¬ 
proved  feed  efficiency;  as  an  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
necatrix,  E.  tenella,  E.  acervulina,  E. 
brunetti,  E.  mivati,  and  E.  maxima. 

(b)  Limitations.  Do  not  feed  to 
laying  chickens;  feed  continuously  as 
sole  ration;  withdraw  72  hours  before 
slaughter;  as  monensin  sodium  pro¬ 
vided  by  No.  000986  in  §  510.600(c)  of 
this  chapter;  as  bambermycins  pro¬ 
vided  by  No.  000039  in  §510.600(0  of 
this  chapter. 

(vii)  Amount  per  ton.  Bambermycins. 
1  gram  plus  monensin.  90  to  110  grams 
plus  roxarsone,  22.7  to  45.4  grams 
(.0025  to  .005  percent). 

(a)  Indications  for  use.  For  in¬ 
creased  rate  of  weight  gain  and  im¬ 
proved  feed  efficiency;  as  an  aid  in  the 
prevention  of  coccidiosis  caused  by  e. 
necatrix,  E  tenella.,  E.  acervulina,  E. 
brunetti,  E.  mivati,  and  E.  maxima. 

(b)  Limitations.  Do  not  feed  to 
laying  chickens;  feed  continuously  as 
sole  ration;  use  as  sole  source  of  organ¬ 
ic  arsenic;  withdraw  5  days  before 
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slaughter;  as  monensin  sodium  pro¬ 
vided  by  No.  000986  in  §  510.600(c)  of 
this  chapter,  as  bambermycins  pro¬ 
vided  by  No.  000039  in  §  510.600(c)  of 
this  chapter;  as  roxarsone  provided  by 
No.  017210  in  §  510.600(c)  of  this  chap¬ 
ter. 

(viii)  Amount  per  ton.  Bambermy¬ 
cins,  1  gram  plus  zoalene,  113.4  grams 
(0.0125  percent). 

(a)  Indications  for  use.  As  an  aid  in 
the  prevention  and  control  of  coccidio- 
sis;  for  increased  rate  of  weight  gain 
and  improved  feed  efficiency. 

(b)  Limitations.  Do  not  feed  to 
chickens  over  14  weeks  of  age;  feed 
continuously  as  sole  ration;  zoalene  as 
provided  by  No.  025700  in  §  510.600(c) 
of  this  chapter. 

(ix)  Amount  per  tori  Bambermycins, 

1  gram  plus  zoalene.  113.4  grams 
(0.0125  percent)  plus  roxarsone,  22.7 
grams  (0.0025  percent). 

(a)  Indications  for  use.  As  an  aid  in 
the  prevention  and  control  of  coccidio- 
sis:  for  increased  rate  of  weight  gain 
and  improved  feed  efficiency. 

(b)  Limitations.  Do  not  feed  to 
chickens  over  14  weeks  of  age;  feed 
continuously  as  sole  ration;  feed  as 
sole  source  of  organic  arsenic;  with¬ 
draw  5  days  before  slaughter;  zoalene 
as  provided  by  No.  025700.  roxarsone 
as  provided  by  No.  017210  in 
§  510.600(c)  of  this  chapter. 

(2)  Growing-finishing  swine  Type  D 
medicated  feed  article.  It  is  used  as  fol¬ 
lows: 

(i)  Amount  per  ton.  2  grams. 

(ii)  Indications  for  use.  For  in¬ 
creased  rate  of  weight  gain  and  im¬ 
proved  feed  efficiency. 

(iii)  Limitations.  Peed  continuously 
as  sole  ration. 

(iv)  Special  considerations.  Type  D 
medicated  feed  articles  processed  from 
Type  C  medicated  feed  articles  that 
contain  up  to  40  grams  of  bambermy¬ 
cins  per  ton  and  conform  to  the  re¬ 
quirements  of  this  section  are  not  re¬ 
quired  to  comply  with  the  provisions 
of  section  512(m)  of  the  act. 

§  558.105  Buquinolate. 

(a)  Chemical  name.  Ethyl  4-hy¬ 
droxy  -  6,  7  -  diisobutoxy  -  3  -  quino¬ 
line-  carboxylate. 

(b)  Approt'als.  Type  A  medicated 
feed  article:  16.5  and  22  percent,  see 
No.  000947  and  §  510.600(c)  of  this 
chapter. 

(c)  Assay  limits.  Type  D  medicated 
feed  article:  80  to  120  ijercent  of  the 
labeled  amount. 

(d)  Special  considerations.  Maxi¬ 
mum  level  permitted  in  Type  D  medi¬ 
cated  feed  article:  0.011  percent  (100 
grams  per  ton).  Do  not  use  in  T5T>e  B, 
C,  or  D  articles  containing  bentonite. 

(e)  Related  tolerances.  See  §  556.90  of 
this  chapter. 

(f)  Conditions  of  use.  It  is  used  in 
Type  D  medicated  feed  article  as  fol¬ 
lows: 


PROPOSED  RULES 

(1)  Broiler  or  fryer  chickens— (.1) 
Amount  per  ton.  Buquinolate.  75 
grams  (0.00825  percent). 

(a)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  maxima,  E.  necatrix,  E. 
brunetti,  and  E.  acervulina. 

(b)  Limitations.  Feed  continuously 
as  the  sole  ration. 

(ii)  Amount  per  ton.  Buquinolate,  75 
grams  (0.00825  percent)  plus  arsanilic 
acid,  90  grams  (0.01  percent). 

(a)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  maxima,  E.  necatrix,  E. 
brunette  and  E.  acervulina;  growth 
promotion  and  feed  efficiency;  improv¬ 
ing  pigmentation. 

(b)  Limitations.  Feed  continuously 
as  the  sole  ration;  withdraw  5  days 
before  slaughter;  as  sole  source  of  or¬ 
ganic  arsenic. 

(iii)  Amount  per  ton.  Buquinolate,  75 
grams  (0.00825  percent)  plus  roxar¬ 
sone,  22.7-45.4  grams  (0.0025-0.005 
percent). 

(a)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  maxima,  E.  necatrix,  E. 
brunetti,  and  E.  acervulina;  growth 
promotion  and  feed  efficiency;  improv¬ 
ing  pigmentation. 

(b)  Limitations.  Feed  continuously 
as  the  sole  ration;  withdraw  5  days 
before  slaughter;  as  sole  source  of  or¬ 
ganic  arsenic. 

(iv)  Amount  per  ton.  Buquinolate.  75 
grams  (0.00825  percent)  plus  peniciUin, 
2.4-50  grams. 

(a)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  maxima,  E.  necatrix,  E. 
brunetti,  and  E.  acervulina;  growth 
promotion  and  feed  efficiency. 

(b)  Limitations.  Feed  continuously 
as  the  sole  ration;  as  procaine  penicil¬ 
lin. 

(V)  Amount  per  ton.  Buquinolate,  75 
grams  (0.00825  percent)  plus  bacitra¬ 
cin,  4-50  grams. 

(a)  Indications  for  ttse.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  maxima,  E.  necatrix,  E. 
brunetti,  and  E.  axiervulina;  growth 
promotion  and  feed  efficiency. 

(b)  Limitations.  Feed  continuously 
as  the  sole  ration;  as  zinc  bacitracin  or 
bacitracin  methylene  disalicylate. 

(vi)  Amount  per  ton.  Buquinolate.  75 
grams  (0.00825  percent)  plus  penicillin 
-I-  bacitracin.  3.6-50  grams. 

(a)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella.,  E.  maxima,  E.  necatrix,  E. 
brunetti,  and  E.  acervulina;  growth 
promotion  and  feed  efficiency. 

(b)  Limitations.  Feed  continuously 
as  the  sole  ration;  not  less  than  0.6 
gram  of  penicillin  nor  less  than  3 
grams  of  bacitracin;  as  procaine  peni¬ 
cillin  plus  bacitracin  zinc  or  bacitracin 
methylene  disalicylate. 

(vii)  Amount  per  ton.  Buquinolate. 
75  grams  (0.00825  percent)  plus  chlor- 
tetracycline,  200  grams. 


(a)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  maxima,  E.  necatrix,  E. 
brunetti,  and  E.  acervulina;  treatment 
of  chronic  respiratory  disease  (air-sac 
infection),  blue  comb  (nonspecific  en¬ 
teritis);  prevention  of  synovitis. 

(b)  Limitations.  In  low  calcium  type 
D  article  containing  0.8  percent  di¬ 
etary  calcium  and  1  percent  to  1.5  per¬ 
cent  sodium  sulfate;  to  be  fed  continu¬ 
ously  for  not  more  than  the  first  21 
days  of  life. 

(viii)  Amount  per  ton.  Buquinolate. 
75  grams  (0.00825  percent)  plus  linco- 
mycin,  2-4  grams. 

(a)  Indications  for  use.  For  increase 
in  rate  of  weight  gain  and  improved 
feed  efficiency;  as  an  aid  in  the  pre¬ 
vention  of  coccidiosis  caused  E.  tenella, 
E.  maxima.,  E.  necatrix,  E.  brunetti,  E. 
acervulina.. 

(b)  Limitations.  For  broiler  and 
fryer  chickens;  feed  continuously  as 
the  sole  ration. 

(ix)  Amount  per  ton.  Buquinolate, 
75-100  grams  (0.00825-0.011  percent) 
plus  roxarsone,  22.7-34.0  grams 
(0.0025-0.00375  percent). 

(a)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  maxima,  E.  necatrix,  E. 
brunetti,  and  E.  acervulina’,  growth 
promotion  and  feed  efficiency;  improv¬ 
ing  pigmentation. 

(b)  Limitations.  Feed  continuously 
as  sole  ration;  withdrawn  5  days  before 
slaughter;  as  sole  coiu^e  of  organic  ar¬ 
senic;  roxarsone  as  provided  by  No. 
017210  in  §  510.600(c)  of  this  chapter. 

(X)  Amount  per  ton.  Buquinolate, 
100  grams  (0.011  per  cent)  plus  baci¬ 
tracin,  4-15  grams. 

(a)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella.,  E.  maxima,  E.  necatrix,  E. 
brunetti,  and  E.  acervulina;  increased 
rate  of  weight  gain. 

(b)  Limitations.  Feed  continuously 
as  the  sole  ration;  as  bacitracin  methy¬ 
lene  disalicylate  provided  by  No. 
046573  in  §  510.600(c)  of  this  chapter. 

(xi)  Amount  per  ton.  Buquinolate, 
100  grams  (0.011  percent)  combined 
with  bacitracin,  19-35  grams. 

(a)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  maxima,  E.  necatrix,  E. 
Brunetti,  and  E.  acervulina;  increased 
rate  of  weight  gain  and  improved  feed 
efficiency. 

(b)  Limitations.  For  floor  raised 
broiler  or  fryer  chickens,  feed  continu¬ 
ously  as  sole  ration;  as  zinc  bacitracin 
provided  by  No.  012769  in  §  510.600(c) 
of  this  chapter. 

(2)  Broiler,  fryer,  roaster  or  replace¬ 
ment  chickens— i\)  Amount  per  ton. 
75-100  grams  (0.00825-0.011  percent). 

(ii)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  maxima.,  E.  necatrix,  E. 
brunetti,  and  E.  acervulina.. 

(iii)  Limitations.  Feed  continuously 
as  the  sole  ration;  do  not  administer 
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over  75  grams  per  ton  (0.00825  per-  , 
cent)  to  replacement  chickens  over  20 
weeks  of  age. 

(3)  Laying  or  breeding  chickens— (.i) 
Amount  per  ton.  75  grams  (0.00825  per¬ 
cent). 

(ii)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  maxima,  E.  necatrix,  E. 
brunetti,  and  E.  acervulina. 

(iii)  Limitations.  Feed  to  caged 
layers  for  2  weeks  following  caging; 
feed  continuously  to  layers  and  breed¬ 
ers  kept  on  floors  while  in  production 
or  until  marketed. 

§  558.115  Carbadox. 

(a)  Chemical  name.  Methyl  3-(2- 
quinoxalinylmethylene)  carbazate- 
lV‘,iV*-dioxide. 

(b)  Approvals.  Type  A  medicated 
feed  article:  2.2  percent  (10  grams  per 
poimd),  see  No.  000069  in  §  510.600(c) 
of  this  chapter. 

(c)  Assay  limits.  Type  D  medicated 
feed  article:  75  to  125  percent  of  la¬ 
beled  amount. 

(d)  Related  tolerances.  See  §556.100 
of  this  chapter. 

(e)  Special  considerations.  (1)  The 
manufacturer  of  Type  D  medicated 
feed  articles  processed  from  Type  C 
medicated  feed  articles  does  not  re¬ 
quire  compliance  with  the  provisions 
of  section  512(m)  of  the  act  when  they 
contain: 

(1)  Not  more  than  0.055  percent  (500 
grams/ton)  carbadox  and  used  as  pro¬ 
vided  in  paragraph  (f)  (1)  or  (2)  of  this 
section. 

(ii)  Not  more  than  0.055  percent  (500 
grams/ton)  carbadox  with  not  more 
than  0.106  percent  (960  grams/ton) 
pyrantel  tartrate  when  produced  from 
a  fixed  combination  Type  C  medicated 
feed  article  or  from  individual  Type  C 
medicated  feed  article  and  used  as  pro¬ 
vided  in  paragraph  (f)(3)  of  this  sec¬ 
tion. 

(2)  Do  not  use  in  Type  B,  C,  or  D  ar¬ 
ticles  containing  bentonite. 

(f)  Conditions  of  use.  It  is  used  in 
Type  D  medicated  feed  articles  for 
swine  as  follows: 

(1)  Amount  per  ton.  10-25  grams 
(0.0011-0.00275  percent). 

(1)  Indications  for  use.  For  increase 
in  rate  of  weight  gain  and  improve¬ 
ment  of  feed  efficiency. 

(ii)  Limitations.  Do  not  feed  to 
swine  weighing  more  than  75  pounds 
body  weight;  do  not  feed  to  swine 
within  10  weeks  of  slaughter;  do  not 
use  in  Type  D  medicated  feed  articles 
containing  less  than  15  percent  crude 
protein. 

(2)  Amount  per  ton.  50  grams  (0.0055 
percent). 

(i)  Indications  for  use.  For  control  of 
swine  dysentery  (vibrionic  dysentery, 
bloody  scours,  or  hemorrhagic  dysen- 

Chlortetracycline  Combination  in  grams 
in  grams  per  ton  per  ton 
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tery);  control  of  bacterial  swine  enter-  ] 
itis  (salmonellosis  or  necrotic  enteritis 
caused  by  Salmonella  choleraesuisY,  in¬ 
crease  rate  of  weight  gain  and  improve  * 
feed  efficiency. 

(ii)  Limitations.  Do  not  feed  to 
swine  weighing  more  than  75  pounds 
body  weight;  do  not  feed  to  swine 
within  10  weeks  of  slaughter;  do  not 
use  in  Type  D  medicated  feed  articles 
containing  less  than  15  percent  crude 
protein. 

(3)  Amount  per  ton.  Carbadox  50 
grams  (0.0055  percent)  plus  pyrantel 
tartrate,  96  grams  (0.0106  percent). 

(i)  Indications  for  use.  For  control  of 
swine  dysentery  (vibrionic  dysentery, 
bloody  scours,  or  hemorrhagic  dysen¬ 
tery);  control  of  bacterial  swine  enter¬ 
itis  (salmonellosis  or  necrotic  enteritis 
caused  by  Salmonella  choleraesuis); 
aid  in  the  prevention  of  migration  and 
establishment  of  large  roundworm  (As- 
caris  suum)  infections;  aid  in  the  pre¬ 
vention  of  establishment  of  nodular 
worm  iOesophagostomum)  infections. 

(ii)  Limitations.  Do  not  feed  to 
swine  over  75  pounds;  do  not  feed 
within  10  weeks  of  slaughter;  consult  a 
veterinarian  before  feeding  to  severely 
debilitated  animals;  feed  continuously 
as  sole  ration.  Do  not  use  in  Type  D 
medicated  feed  articles  containing  less 
than  15  percent  crude  protein. 

§  558.120  Carbarsone  (not  U.S.P.). 

(a)  [Reserved] 

(b)  Assay  limits.  Type  D  medicated 
feed  articles:  85  to  115  percent  of  la¬ 
beled  amount. 

(c)  Special  considerations.  Type  D 
medicated  feed  articles  containing  car¬ 
barsone  as  a  sole  drug,  processed  from 
Type  C  medicated  feed  articles  con¬ 
taining  not  more  than  0.225  percent 
carbarsone  and  conforming  to  the  re¬ 
quirements  of  paragraph  (e)  of  this 
section  are  not  required  to  comply 
with  the  provisions  of  section  512(m) 
of  the  Federal  Food,  Drug,  and  Cos¬ 
metic  Act. 

(d)  Related  tolerances.  See  §556.60 
of  this  chapter. 

(e)  Conditions  of  use.  (1)  It  is  used  in 
the  Type  D  medicated  feed  articles  for 
turkeys  as  follows: 

(i)  Grams  per  ton.  227  to  340.5  (0.025 
to  0.0375  percent). 

(а)  Indications  for  use.  As  an  aid  in 
the  prevention  of  blackhead. 

(б)  Limitations.  Feed  continuously 
begiiming  2  weeks  before  blackhead  is 
expected  and  continue  as  long  as  pre¬ 
vention  is  needed;  withdraw  5  days 
before  slaughter;  as  sole  source  of  or¬ 
ganic  arsenic. 

(ii)  Grams  per  ton.  227  to  340.5 
(0.025  to  0.0375  percent)  carbarsone 
plus  10  grams  per  ton  bacitracin  from 
bacitracin  methylene  disalicylate. 

(a)  Indications  for  use.  As  an  aid  in 
Table  1.— 7n  type  D  medicated  feed  articles 

Indications  for  use 
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the  prevention  of  blackhead;  for  in¬ 
creased  rate  of  weight  gain. 

(6)  Limitations.  Feed  continuously 
beginning  2  weeks  before  blackhead  is 
expected  and  continue  as  long  as  pre¬ 
vention  is  needed;  withdraw  5  days 
before  slaughter;  as  sole  source  of  or¬ 
ganic  arsenic. 

(2)  Carbarsone  (not  U.S.P.)  may  be 
used  in  accordance  with  the  provisions 
of  this  section  in  the  combinations 
provided  as  follows: 

(i)  Zoalene  in  accordance  with 
§  558.680. 

(ii)  [Reserved] 

§  558.126  Chlormadinone  acetate. 

(a)  [Reserved] 

(b)  Assay  limits.  Type  D  medicated 
feed  articles:  75  to  125  percent  of  la¬ 
beled  amount. 

(c)  [Reserved] 

(d)  Related  tolerances.  See  §556.130 
of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  as  a 
Type  D  medicated  feed  article  in  or  on 
feed  for  beef  heifers  and  beef  cows  as 
follows: 

(1)  Amount  10  milligrams  per  head 
per  day. 

(2)  Indications  for  use.  Synchroniza¬ 
tion  of  estrus  (heat). 

(3)  Limitations.  Administer  in  Type 
D  articles  for  18  days;  do  not  adminis¬ 
ter  within  28  days  of  slaughter;  do  not 
administer  to  cows  producing  milk  for 
food. 

§  558.128  Chlortetracycline. 

(a)  [Reserved] 

(b)  Assay  limits.  Type  D  medicated 
feed  articles:  70  to  130  percent  of  la¬ 
beled  amount. 

(c)  Special  considerations.  Type  D 
iqedicated  feed  articles  containing 
chlortetracycline  and  conforming  to 
the  requirements  of  paragraph  (e)  (1), 
(2),  and  (3)  of  this  section  are  not  re¬ 
quired  to  comply  with  the  provisions 
of  section  512(m)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act. 

(d)  Related  tolerances.  See  §  556.150 
of  this  chapter. 

(e)  Conditions  of  use.  (1)  It  is  used  in 
Type  D  medicated  feed  articles  for 
cockatoos,  macaws,  and  parrots  as  fol¬ 
lows: 

(1)  Amount.  10  milligrams  per  gram 
of  mash. 

(ii)  Indications  for  use.  Treatment  of 
psittacine  birds  suspected  or  known  to 
be  infected  with  psittacosis. 

(iii)  Limitations.  As  chlortetracy¬ 
cline  hydrochloride. 

(2)  It  is  used  in  the  Type  D  medicat¬ 
ed  feed  articles  for  laboratory  mice  as 
follows: 

(i)  Amount  Not  less  than  100  grams 
per  ton  of  feed. 

(ii)  Indications  for  use.  As  an  aid  in 
reducing  the  incidence  of  bacterial  di¬ 
arrhea. 

(3)  It  is  used  in  Type  C  or  D  medi¬ 
cated  feed  articles  as  follows: 


Limitations  Sponsor 


(i)  10  to  SO . . . . . .  1.  Chickens  and  turkeys;  growth  promotion  and  As  chlortetracycline  hydrochloride 

feed  efficiency. 

2.  Swine:  growth  promotion  and  feed  efficiency .  do . 

(ii)  20  to  50 .  1.  Lambs  and  growing  sheep;  growth  promotion  do . 

and  feed  efficiency. 
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Table  1.— /n  type  D  medicated  feed  orticles— Continued 


Chlortetracycline  Combination  in  grams 
In  grams  per  ton  per  ton 


Indications  for  use 


Limitations 


Sponsor 


(iU)  SO  to  100 . 


(v>  100  to  200., 


(V)  200.. 


2.  Mink;  growth  promotion  and  feed  efficiency;  as 
an  aid  in  increasing  pelt  size. 

1.  Chickens  and  turkeys;  during  times  of  stress, 
for  prevention  of  diseases  named  in  this  section 
caused  by  organisms  susceptible  to  the  indicated 
levels  of  the  cycline  salt. 

2.  For  chickens;  prevention  of  chronic  respiratory 
disease  (air-sac  infection). 

3.  For  turkeys;  prevention  of  Infectious  sinusitis, 
hexamitlasis. 

4.  For  laying  chickens;  maintaining  or  increasing 
egg  production  or  hatchability  of  eggs. 

5.  For  chicks;  prevention  of  early  mortality  due  to 
organisms  susceptible  to  chlortetracycline. 

6.  Swine;  maintenance  of  weight  gain  in  the  pres¬ 
ence  of  atrophic  rhinitis;  reduction  of  the  inci¬ 
dence  of  cervical  abscesses;  prevention  of  bacte¬ 
rial  swine  enteritis;  prevention  of  bacterial  swine 
enteritis  during  times  of  stress. 

1.  For  chickens;  treatment  of  chronic  respiratory 
disease  (air-sac  Infection),  blue  comb  (nonspeci¬ 
fic  infectious  enteritis);  prevention  of  synovitis. 

2.  For  turkeys;  treatment  of  blue  (x>mb  (nonspeci¬ 
fic  infectious  enteritis,  mud  fever),  infectious  si¬ 
nusitis,  hexamitlasis;  prevention  of  synovitis. 

3.  For  chickens;  treatment  of  chronic  respiratory 
disease  (air-sac  hifection),  blue  <x>mb  (nonst>eci- 
fic  Infectious  enteritis);  prevention  of  synovitis. 


4.  Swine;  treatment  of  bacterial  swine  enteritis _ 

1.  For  chickens;  prevention  and  control  of  cocci- 
diosis  caused  by  Eimeria  necatrix  and  £.  tenella. 


2.  For  chickens;  treatment  of  coccidlosis  caused  by 
Eimeria  necatrix  and  E.  teneUa. 


3.  For  chickens;  control  of  synovitis ... _ _ 


do.. 

do.. 

do.. 

do.. 

do.. 

do.. 

do.. 


Not  to  be  fed  to  laying  chickens;  as  chlortetracycline  hy¬ 
drochloride. 


As  chlortetracycline  hydrochloride . 


Not  to  be  fed  to  laying  chickens;  as  chlortetracycline  hy- . 
drochloride  as  follows;  In  low-calcium  Type  O  article 
containing  0.8  pet  dietary  calcium,  not  to  be  fed  con¬ 
tinuously  for  more  than  8  weeks;  in  low-calcium  Type  D 
article  containing  0.40  pet  to  0.S5  pet  dietary  calcium, 
not  to  be  fed  continuously  for  more  than  5  d;  in  low-cal¬ 
cium  Type  D  article  containing  0.8  pet  dietary  calcium 
and  1  pet  to  1.5  pet  sodium  sulf^ite,  to  be  fed  continu¬ 
ously  for  not  more  than  the  Ist  3  weeks  of  life.. 

As  chlortetracycline  hydrochloride . 

Not  to  be  fed  to  laying  chickens;  as  chlortetracycline  hy- . 
drochloride  in  low-calcium  Type  D  article  containing  0.8 
pet  dietary  calcium,  not  to  be  fed  continuously  for  more 
than  8  weeks;  in  low-calcium  Type  D  article  containing 
0.8  pet  dietary  calcium  and  1.0  pet  to  1.5  pet  sodium  sul¬ 
fate,  to  be  fed  continuously  for  not  more  than  the  first 
3  weeks  of  life. 

Not  to  be  fed  to  laying  chickens;  as  chlortetracycline  hy- . 
drochloride  in  low-calcium  Type  D  article  containing  0.4 
pet  to  0.55  pet  dietary  calcium,  not  be  fed'  continuously 
for  more  than  5  (L 

Not  to  be  fed  to  laying  chickens;  as  chlortetracycline  by- . 
drochloride. 

As  chlortetracycline  hydrochloride . . . ..^ 

In  low-calcium  Type  D  article  containing  0.8  pet  dietary . 
calcium  and  1.5  pet  sodium  sulfate;  fed  continuously  as 
Type  D  article  for  not  more  than  the  last  3  weeks  of  life. 


(vi)  200  to  400.. 


4.  For  t]irke3rs;  control  of  synovitis . 

5.  For  broiler  chickens;  treatment  of  chronic  res¬ 
piratory  disease  caused  by  ‘strains  of  Mt/co- 
pUuma  gaUUepticum  susceptible  to  chlortetra¬ 
cycline. 

6.  Swine;  as  an  aid  in  reducing  spread  of  leptospir-  Sole  medication:  as  chlortetracycline  hydrochloride 
osis. 

For  ducks;  for  the  control  and  treatment  of  fowl 
cholera  caused  by  PasteureUa  multocida  suscep¬ 
tible  to  chlortetracycline. 


(vii)  400 _ 


(viU)SOO. 


1.  For  turkey  poults  not  over  4  weeks  of  age;  aid 
in  reducing  mortality  due  to  paratyphoid  caused 
by  SalmoneUa  typhimurium. 

2.  Swine;  as  an  aid  in  reducing  shedding  of  lepto- 
spirae;  as  an  aid  in  reducing  the  abortion  rate  of 
swine  and  the  mortality  rate  of  newborn  pigs 
when  leptospirosis  is  present. 

For  chickens;  aid  in  the  reduction  of  moitallty  due 
to  E.  coli  infections  susceptible  to  such  treat¬ 
ment. 


Feed  in  Type  D  article  to  provide  from  8  to  28  mg  per . 
pound  of  body  weight  per  day  depending  upon  age  and 
severity  of  disease,  for  not  more  than  21  (h  as  the  cal¬ 
cium  complex  of  chlortetracycline  equivalent  to  chlorte¬ 
tracycline  hydrochloride. 

In  low-calcium  Type  D  a^icle  containing  1  pet  total  cal- . 
clum  with  not  less  than  0.45  pet  calcium  from  calcium 
sulfate;  as  chlortetracycline  hydrochloride. 

To  be  fed  for  14  d  as  sole  medication;  as  chlortetracycline  , 
hydrochloride. 


Not  to  be  fed  to  laying  chickens:  as  chlortetracyellne  hy- . 
drochloride;  in  T^  D  article  containing  0.8  pet  dietary 
calcium;  not  to  be  fed  continuously  for  more  than  5  d; 
withdraw  24  h  prior  to  slaughter. 


Table  2.— In  Type  Cor  D  medicated  feed  articles 

- 

Combination  in 

Chlortetracycline  milligrams  per  head 
per  day 

Indications  for  use 

Limitations 

Sponsor 

Milligrams  per 
pound  of  body 
weight  per  day 

<1)  0.1 . 

(U)  0.5 - 


(Ul)  5.0 _ 


For  calves  up  to  250  lb  in  weight;  growth  promo-  In  milk  replacers  or  starter  Type  C  or  D  articles.................. . 

1.  For  beef  cattle  over  1.500  lb  in  weight;  aid  in  Not  to  be  administered  within  48  h  of  slaughter - 
prevention  of  anaplasmosis. 

2.  For -calves  up  to  250  lb  in  weight;  aid  in  the  pre-  In  milk  replacers  or  starter  Type  C  or  D  articles . 

vention  of  bacterial  diarrhea. 

For  beef  cattle;  aid  in  the  elimination  of  the  carri-  Feed  for  60  days;  for  use  in  the  carrier  state  only;  not  to . 
er  state  of  nnupiimmnKiB  be  fed  within  10  d  of  slaughter.  Labeling  shall  Include  a 

statement  that  a  positive  complement-fixation  test  at 
conclusion  of  a  60-d  feeding  period  does  not  necessarily 
establish  that  anaplasmosis  carrier  state  is  still  active. 
To  positively  establish  that  the  carrier  sUte  has  been 
eliminated,  inject  blood  from  a  suspected  carrier  into  a 
splenectomlsed  (susceptible)  calf. 
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Combination  in 

Chlortetracycline  milligrams  per  head  Indications  for  use  Limitations  Sponsor 

_  per  day  * 

Milligrams  per 
head  per  day 


(iv)  25  to  70 .  For  calves;  growth  promotion  and  feed  efficientcy . 

(iv)  70 .  1.  For  feedlot  cattle;  aid  in  prevention  of  liver  ab¬ 


scesses. 

2.  For  beef  cattle  up  to  700  lb  in  weight;  aid  in  re¬ 
duction  of  bacterial  diarrhea;  aid  in  prevention 
of  foot  rot. 

3.  For  growing  cattle;  growth  promotion  and  feed 
efficleny. 


<vi)  85 .  For  horses  up  to  1  year  of  age;  growth  promotion  Do  not  slaughter  for  food  purposes . 

and  feed  efficiency. 

(vil)  100 .  For  beef  cattle  over  700  lb  in  weight;  aid  in  reduc-  . . . 

tion  of  bacterial  diarrhea;  aid  in  prevention  of 
foot  rot. 

(vlii)  350 .  1.  For  beef  cattle;  aid  in  prevention  of  bacterial  Not  to  be  administered  within  48  h  of  slaughter 


pneumonia  and  shipping  fever  (hemorrhagic 
septicemia);  aid  in  reduction  of  losses  due  to  res¬ 
piratory  infection  (Infectious  rhinotracheitis, 
shipping  fever  complex). 

2.  For  beef  cattle  up  to  700  lb  in  weight;  aid  in  pre-  do . 

vention  of  anaplasmosis. 

Sulfamethazine  350..  For  beef  cattle;  aid  in  the  maintenance  of  weight  Feed  for  28  d;  withdraw  7  d  prior  to  slaughter. 


gains  in  the  presence  of  respiratory  disease  such 
as  shipping  fever. 

(ix)  500 .  For  beef  cattle  700  to  1,000  lb  in  weight;  aid  in  pre-  Not  to  be  administered  within  48  h  of  salughter 

vention  of  anaplasmosis. 

(x) 750 .  For  beef  cattle  1,000  to  1,500  lb  in  weight;  aid  in  do . 

_  prevention  of  anaplasmosis. 


(4)  Chlortetracycline  may  be  used  in 
accordance  with  the  provisions  of  this 
section  in  the  combinations  provided 
as  follows: 

(1)  Amprolium  in  accordance  with 
§  558.55. 

(ii)  Amprolium  plus  ethopabate  in 
accordance  with  §  558.58. 

(iii)  Buquinolate  in  accordance  with 
§558.105.  - 

(iv)  Clopidol  in  accordance  with 
§  558.175. 

(V)  Decoquinate  in  accordance  with 
§  558.195. 

(vi)  Diethylstilbestrol  in  accordance 
with  §  558.225. 

(vii)  Hygromycin  B  in  accordance 
with  §  558.274. 

(viii)  Robenidine  hydrochloride  in 
accordance  with  §  558.515. 

(ix)  Roxarsone  in  accordance  with 
§  558.530. 

(X)  Zoalene  in  accordance  with 
§  558.680. 

§  558.145  Chlortetracycline,  procaine  peni¬ 
cillin,  and  sulfamethazine. 

(a)  Specifications.  (1)  Chlortetracy¬ 
cline  is  the  antibiotic  substance  pro¬ 
duced  by  growth  of  Streptomyces  aur- 
eofaciens  or  the  same  antibiotic  sub¬ 
stance  produced  by  any  other  means 
and,  for  the  purpose  of  this  section, 
refers  to  chlortetracycline  or  feed 
grade  chlortetracycline  as  the  speci¬ 
fied  salt. 

(2)  Procaine  penicillin  is  the  pro¬ 
caine  salt  of  the  antibiotic  substance 
produced  by  the  growth  of  Penicil- 
lium  notatum  or  Penicillium  chryso- 
genum  or  the  same  antibiotic  sub¬ 
stance  produced  by  any  other  means 
and,  for  the  purposes  of  this  section, 
refers  to  procaine  penicillin  or  fee(i 
EH'ade  procaine  penicillin. 

(3)  Sulfamethazine  is  the  chemical 
N'-(  4,6-dimethyl-2-pyrimidinyl )  sulfa¬ 
nilamide. 

(4)  The  antibiotic  activities  autho¬ 
rized  are  expressed  in  this  section  in 


terms  of  the  weight  of  the  appropriate 
antibiotic  standards. 

(5)  Type  D  medicated  feed  articles 
contain  in  each  ton,  100  grams  of 
chlortetracyline,  50  pams  of  penicillin 
as  procaine  penicillin,  and  100  grams 
of  sulfamethazine. 

(b)  Approvals.  Type  A  medicated 
feed  articles,  20  grams  of  chlortetracy¬ 
cline  per  pound,  4.4  percent  of  sulfa¬ 
methazine,  and  procaine  penicillin 
equivalent  in  activity  to  10  grams  of 
penicillin  per  pound;  see  Nos.  000196 
and  010042  in  §  510.600(c)  of  this  chap¬ 
ter. 

(c)  Assay  limits.  Type  D  medicated 
feed  articles:  70  to  130  percent  of  la¬ 
beled  amount  of  chlortetracycline  and 
procaine  penicillin  and  80  to  120  per¬ 
cent  of  labeled  amount  of  sulfametha¬ 
zine. 

(d)  Special  considerations.  Type  D 
medicated  feed  articles  conforming  to 
the  requirements  of  this  section  are 
not  required  to  comply  with  the  provi¬ 
sions  of  section  512(m)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act. 

(e)  Related  tolerances.  See  §§  556.150, 
556.510,  and  556.670  of  this  chapter. 

(f)  Conditions  of  use.  (1)  It  is  admin¬ 
istered  to  swine  in  a  Type  D  medicated 
feed  article  for  reduction  of  the  inci¬ 
dence  of  cervical  abscesses;  treatment 
of  bacterial  swine  enteritis  (salmonel¬ 
losis  or  necrotic  enteritis  caused  by 
Salmonella  choleraesuis  and  vibrionic 
dysentery);  prevention  of  these  dis¬ 
eases  during  times  of  stress;  mainte¬ 
nance  of  weight  gains  in  the  presence 
of  atrophic  rhinitis;  growth  promotion 
and  increased  feed  efficiency  in  swine 
weighing  up  to  75  pounds. 

(2)  With(iraw  7  days  prior  to  slaugh¬ 
ter. 

§  558.1  Chlortetracycline,  procaine  penicil¬ 
lin,  and  sulfathiazole. 

(a)  Specifications.  (1)  Chlortetracy- • 
Cline  is  the  antibiotic  substance  pro¬ 
duced  by  growth  of  Streptomyces  aur- 
eofaciens  or  the  same  antibiotic  sub¬ 


stance  produced  by  any  other  means 
and,  for  the  purpose  of  this  section, 
refers  to  chlortetracycline  or  feed 
grade  chlortetracycline  as  the  speci¬ 
fied  salt. 

(2)  Procaine  penicillin  is  the  pro¬ 
caine  salt  of  the  antibiotic  substance 
produced  by  the  growth  of  Penicil¬ 
lium  notatum  or  Penicillium  chryso- 
genum  or  the  same  antibiotic  sub¬ 
stance  produced  by  any  other  means 
and,  for  the  purposes  of  this  section, 
refers  to  procaine  penicillin  or  feed- 
grade  procaine  penicillin. 

(3)  Sulfathiazole  is  the  chemical  N'- 
2-thiazolyl-sulfanilamide. 

(4)  The  antibiotic  activities  autho¬ 
rized  are  expressed  in  this  section  in 
terms  of  the  weight  of  the  appropriate 
antibiotic  standards. 

(b)  Approvals.  (1)  Type  A  medicated 
feed  articles,  20  grams  of  chlortetracy¬ 
cline  hydrochloride  per  pound,  20 
grams  of  sulfathiazole  per  pound,  and 
procaine  penicillin  equivalent  in  activ¬ 
ity  to  10  grams  of  penicillin  per  poimd, 
see  No.  025001  in  §  510.600(c)  of  this 
chapter. 

(2)  Type  A  medicated  feed  article,  40 
grams  of  chlortetracycline  hydrocWo- 
ride,  40  grams  of  sulfathiazole.  and 
procaine  penicillin  equivalent  to  20 
grams  of  penicillin  per  poimd,  to  No. 
025001  in  §  510.600(c)  of  this  chapter. 

(c)  Assay  limits.  Type  D  medicated 
feed  article:  70  to  130  percent  of  la¬ 
beled  amount  of  chlortetracycline  and 
procaine  penicillin  and  80  to  120  per¬ 
cent  of  labeled  amount  of  sulfathia¬ 
zole. 

(d)  Special  considerations.  Type  D 
medicated  feed  articles  conforming  to 
the  requirements  of  this  section  are 
exempt  from  the  provisions  of  section 
512(m)  of  the  Federal  Food,  Drug,  and 
Oosiii6^ic  Act 

(e)  Related  tolerances.  See  §§  556.150, 
556.510,  and  556.690  of  this  chapter. 

(f)  Conditions  of  use.  It  is  used  in 
Type  D  medicated  feed  articles  for 
swine  as  follows: 
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(1)  Amount  per  ton.  Chlortetracy- 
cline,  100  grams  plus  penicillin,  50 
grams  plus  sulfathiazole,  100  grams. 

(2)  Indications  for  use.  For  increased 
rate  of  weight  gain  and  improved  feed 
efficiency  in  animals  up  to  6  weeks 
postweaning.  For  increased  rate  of 
weight  gain  in  animals  from  6  to  16 
w-eeks  postweaning.  Maintenance  of 
weight  gains  in  the  presence  of 
atrophic  rhinitis;  reduction  o'  the  inci¬ 
dence  of  cervical  abscesses;  treatment 
of  bacterial  swine  enteritis  (salmonel¬ 
losis  or  necrotic  enteritis  caused  by 
Salmonella  choleroesuis  and  vibrionic 
dysentery). 

(3)  Limitations.  For  swine  raised  in 
confinement  (dry-lot)  or  on  limited 
pasture;  withdraw  7  days  prior  to 
slaughter;  as  procaine  penicillin  and 
chlortetracycline  hydrochloride,  as 
follows: 

Minimum  amount  of  type  D  medicated 
feed  article  which  the  animal  should 
consume 


Type  of  feed 

Approximate  Minimum 
body  weight  desired  daily 
in  pounds  feed  intake 
in  pounds 

Prestarter  (up  to  6 
weeks'  postweaning . 

20 

1 

Starter  (up  to  6  weeks' 
postweaning) . 

50 

1V4 

Grower  (6  to  16  weeks' 
postweaning) . . . . . 

80 

2 

F^isher  (6  to  16  weeks' 
postweaning) . . 

ISO 

3 

§558.175  Clopidol. 

(a)  Chemical  name.  3,5-Dichloro-2,  6- 
dimethyl-4-pyridinol. 

(b)  Approvals,  (f )  Type  A  medicated 
feed  article  of  2S-percent  clopidol  to 
No.025700  in  %  510.600(c)  of  this  chap¬ 
ter. 

(2) Type  A  medicated  feed  article  of 
0.0345  percent  clopidol  with  or  with¬ 
out  0.0138  percent  roxarsone  to  No. 
112286  in  §  510.600(c)  of  this  chapter. 

(3)  type  A  medicated  feed  article, 
combinations  of  clopidol  25  percent, 
roxarsone  10  percent,  and  bacitracin 
methylese  disalicylate,  4,  10,  IS  or  25 
grams  per  pounds,  to  No.  025700  in 
§  510.600(c)  of  this  chapter. 

(c)  Assay  limits.  Type  D.  medicated 
feed  articles:  80  to  120  percent  of  la¬ 
beling  amount. 

(d)  Related  tolerances:  See  §  566.160 
of  this  chapter. 

(e)  Conditions  of  use.  Is  is  used  in 
Type  D  medicated  feed  articles  for 
animals  has  follows: 

(1)  Broilar  chickens— (i)  Amount  per 
ton.  Clopidol  113.5  grams  (0.0125  per¬ 
cent). 

(a)  Indications  for  use.  Aid  in  the 
prevention  of  cocidiosis  caused  by  E. 
tevellcL,  E.  Necatrix,  E.  acervulina,  E. 
maxima,  E.  brunetti,  and  E.  mivati. 

(b)  Limitations.  Do  not  feed  to 
chickens  over  16  weeks  of  age. 


(ii)  Amount  per  ton.  Clopidol.  113.5 
grams  (0.125  percent)  plus  roxarsone 

45.4  grams  (0.005  percent). 

(a)  Indications  for  use.  Aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  necatrix,  E.  acervulina,  E. 
maxima,  E.  brunetti,  and  E.  mivati; 
growth  promotion  and  feed  efficiency; 
improved  pigmentation. 

(b)  Limitations.  Do  not  feed  to 
chickens  over  16  weeks  of  age;  with¬ 
draw  5  days  before  slaughter;  as  sole 
source  of  organic  arsenic. 

(iii)  Amount  per  ton.  Clopidol,  113.5 
grams  (0.0125  percent)  plus  roxarsone, 

45.4  grams  (0.005  percent)  plus  baci¬ 
tracin,  4-25  grams. 

(a)  Indications  for  use.  Aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  necatrix,  E.  acervulina,  E. 
maxima,  E.  brunetti,  and  E.  mivati; 
growth  promotion  and  feed  efficiency; 
improved  pigmentation;  increased  rate 
of  weight  gain. 

(b)  Limitations.  Do  not  feed  to 
chickens  over  16  weeks  of  age;  with¬ 
draw  5  days  before  slaughter;  as  sole 
source  of  organic  arsenic;  as  bacitracin 
methylene  disalicylate,  provided  by 
No.  046573  in  §  510.600(c)  of  this  chap¬ 
ter;  or  as  zinc  bacitracin  provided  by 
No.  012769  in  §  510.600(c)  of  this  chap¬ 
ter. 

(iv)  Amount  per  ton.  Clopidol,  113.5 
grams  (0.0125%)  plus  zinc  bacitracin,  5 
to  25  grams. 

(a)  Indications  for  use.  For  in¬ 
creased  rate  of  weight  gain  and  im¬ 
proved  feed  efficiency;  aid  in  the  pre¬ 
vention  of  coccidiosis  caused  by  E.  ten¬ 
ella,  E.  necatrix,  E.  acervulina,  E. 
maxima,  E.  brunetti,  and  E.  mivati. 

Cb)  Limitations.  Feed  continuously 
as  sole  ration.  Zinc  bacitracin  as  pro¬ 
vided  by  No.  012769  in  §  510.600(c)  of 
this  chapter. 

(V)  Amount  per  ton.  Clopidol.  113.5 
grams  (0.0125  percent)  plus  bacitracin 
methylene  disalicylate,  4  to  50  grams 
per  ton. 

(a)  Indications  for  use.  For  in¬ 
creased  rate  of  w'eight  gain;  to  aid  in 
the  prevention  of  coccidiosis  caused  by 
E.  tenella,  E.  necatrix,  E.  acervulina., 
E.  maxima,  E.  mivati,  and  E.  brunetti. 

(b)  Limitations.  Feed  continuously 
as  the  sole  ration  from  the  time  chicks 
are  placed  in  floor  pens  until  slaugh¬ 
ter.  Do  not  feed  to  chickens  over  16 
weeks  of  age.  Bacitracin  methylene 
disalicylate  as  provided  by  No.  046573 
in  §  510.600(c)  of  this  chapter. 

(vi)  Amount  per  ton.  Clopidol,  113.5 
grams  (0.0125  percent)  plus  lincomy- 
cin,  2-4  grams. 

(a)  Indications  for  use.  Aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  necatrix,  E.  acervulina,  E. 
axima,  E.  brunetti,  and  E.  mivati;  in¬ 
crease  in  rate  of  weight  gain  and  im¬ 
proved  feed  efficiency. 

(b)  Limitations.  As  lincomycin 
hydrchloride  monohydiate;  do  not 
feed  to  chickens  over  16  weeks  of  age. 


(2)  Broiler  chickens  and  replacement 
chickens— (i)  Amount  per  ton.  Clopi¬ 
dol,  113.5  or  227  grams  (0.0125  or  0.025 
percent). 

(a)  Indications  for  use.  Aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  necatrix,  E.  acervulina,  E. 
maxima,  E.  brunetti,  and  E.  mivati. 

(b)  Limitations.  Feed  up  to  16  weeks 
of  age  if  intended  for  use  as  caged 
layers;  feed  continuously  as  the  sole 
ration;  withdraw  5  days  before  slaugh¬ 
ter  if  given  at  the  level  of  0.025  per¬ 
cent  in  type  D  article  or  reduce  level 
to  0.0125  percent  5  days  before  slaugh¬ 
ter. 

(ii)  Amount  per  ton.  113.5  grams 
(0.0125  percent)  clopidol  with  200 
grams  chlortetracycline. 

(a)  Indications  for  use.  Aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  necatrix,  E.  acervulina,  E. 
maxima,  E.  mivati,  and  E.  brunetti, 
and  infectious  synovitis  caused  by  My¬ 
coplasma  synoviae._ 

(b)  Limitations. 'Feed  continuously 
as  sole  ration  from  the  time  chicks  are 
placed  in  floor  pens,  up  to  21  days  of 
age. 

(3)  [Reserved] 

(4)  Replacement  chickens— (\) 
Amount  per  ton.  Clopidol  113.5  grams 
(0.0125  percent). 

(a)  Indications  for  use.  Aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  necatrix,  E.  acervulina,  E. 
maxima,  E.  brunetti,  and  E.  mivati. 

(b)  Limitations.  For  replacement 
chickens  intended  for  use  as  caged 
layers;  do, not  feed  to  chickens  over  16 
weeks  of  a'ge. 

(ii)  Amount  per  ton.  Clopidol  113.5 
grams  (0.0125  percent)  plus  roxarsone 

45.4  grams  (0.005  percent). 

(a)  Indications  for  XLse.  Aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  necatrix,  E.  acervulina.,  E. 
maxima,  E.  brunetti,  and  E.  mivati; 
growth  promotion  and  feed  efficiency; 
improving  pigmentation. 

(b)  Limitations.  For  replacement 
chickens  intended  for  use  as  caged 
layers;  do  not  feed  to  chickens  over  16 
weeks  of  age;  withdraw  5  days  before 
slaughter;  as  sole  source  of  organic  ar¬ 
senic. 

(5)  Turkeys— (i)  Amount  per  ton.  Clo¬ 
pidol  113.5  or  227  grams  (0.0125  or 
0.025  percent). 

(ii)  Indications  for  use.  Aid  in  the 
prevention  of  leucocytozoonosis 
caused  by  Leucocytozoon  smithi. 

(iii)  Limitations.  For  turkeys  grrown 
for  meat  purposes  only;  to  be  adminis¬ 
tered  continuously  in  Type  D  article 
at  0.0125  or  0.025  percent  clopidol  as 
the  sole  ration  depending  upon  man¬ 
agement  practices,  degree  of  exposure, 
and  amoimt  of  Type  D  article  eaten; 
withdraw  medication  5  days  before 
slaughter. 

§  558.185  Coumaphos. 

(a)  Ch.emical  name.  0,0-Diethyl  0-3- 
chloro  -  4  -  methyl  -  2  -  oxo  -  2H  -  1  - 
benzopyran-7-yl-phosphorothioate. 
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<b)  Approvals.  (1)  type  A  medicated 
feed  articles:  1.12,  2.0,  11.2,  and  50  per¬ 
cent,  see  No.  000859  in  §  510.600(c)  of 
this  chapter. 

(2)  Type  A  medicated  feed  articles: 
1.12  and  11.2  percent  for  use  in  accor¬ 
dance  with  paragraph  (f)(l)(ii)  of  this 
section;  see  No.  017800  in  §  510.600(c) 
of  this  chapter. 

(c)  Assay  limits.  Type  D  medicated 
feed  article:  80  to  120  percent  of  la¬ 
beled  amount. 

(d)  Special  considerations.  Warn¬ 
ing— Coumaphos  is  a  cloinesterase  in¬ 
hibitor.  Do  not  use  this  product  in  ani¬ 
mals  simultaneously  or  within  a  few 
days  before  or  after  treatment  with  or 
exposure  to  colinesterase-inhibiting 
drugs,  pesticides,  or  chemicals.  Atro¬ 
pine  is  antidotal. 

(e)  Related  tolerances.  See  40  CFR 
180.189. 

(f)  Conditions  of  use.  It  is  used  in 
Type  D  medicated  feed  articles  as  fol¬ 
lows: 

(1)  Beef  and  dairy  cattle— (.i) 
Amount  Coumaphos  0.00012  lb.  (0.054 
gram)  per  100  lb.  body  weight  per  day. 

(a)  Indications  for  use.  As  an  aid  in 
the  reduction  of  fecal  breeding  flies 
through  control  of  fly  larvae. 

(b)  Limitations.  Feed  for  the  dura¬ 
tion  of  fly  season  in  a  Type  D  medicat¬ 
ed  feed  article  containing  0.0033  per¬ 
cent  or  in  a  Type  C  medicated  feed  ar¬ 
ticle  containing  not  over  0.0066  per¬ 
cent  coumaphos;  do  not  feed  to  ani¬ 
mals  less  than  3  months  old;  not  for 
use  in  pelleted  Type  C,  o'r  D  articles. 

(ii)  Amount.  Coumaphos,  0.0002  lb. 
(0.091  gram)  per  100  lb.  body  weight 
per  day. 

(a)  Indications  for  use.  Control  of 
gastorintestinal  roundworms  iHae- 
monchus  spp.,  Ostertagia  spp.,  Coo- 
peria  spp.,  Nematodirus  spp.,  Trichos- 
trongylus  spp.). 

(5)  Limitations.  Feed  0.0002  lb. 


(0.091  gram)  per  100  lb.  body  weight 
per  day  for  6  consecutive  days  in  the 
normal  grain  ration  to  which  the  ani¬ 
mals  are  accustomed  but  not  in  rations 
containing  more  than  0.1  percent  cou¬ 
maphos;  do  not  feed  to  animals  less 
than  3  months  old,  do  not  feed  to  sick 
animals  or  animals  under  stress,  such 
as  those  just  shipped,  dehorned,  cas¬ 
trated,  or  weaned  within  the  last  3 
weeks;  do  not  feed  in  conjunction  with 
oral  drenches  or  with  Type  C  or  D  ar¬ 
ticles  containing  phenothiazine. 
Should  conditions  warrant,  repeat 
treatment  at  30-day  intervals, 

(2)  Laying  chickens— (.i)  Amount. 
Coumaphos  27.2  grams  per  ton  (0.003 
percent). 

(ii)  Indications  for  use.  For  control 
of  capillary  worm  (.Capillaria  obsig- 
nata)  and  as  an  aid  in  control  of 
common  roundworm  iAscaridia  galli) 
and  cecal  worm  (Heterakis  gallinae). 

(iii)  Limitations.  In  Type  D  medicat¬ 
ed  feed  article;  administer  continuous¬ 
ly  as  the  Type  D  article  for  14  days; 
when  reinfection  occurs,  treatment 
may  be  repeated  but  not  sooner  than  3 
weeks  after  the  end  of  the  previous 
treatment;  do  not  feed  to  chickens 
within  10  days  of  vaccination  or  other 
conditions  of  stress;  treatment  of  col¬ 
ored  breeds  of  commercial  layers 
should  be  avoided  while  in  production 
since  these  breeds  appear  to  be  more 
sensitive  to  coumaphos  than  white 
breeds;  as  sole  medication;  medications 
in  general  should  be  avoided  while 
birds  are  approaching  peak  produc¬ 
tion;  such  interruption  of  normal  feed¬ 
ing  practices  may  upset  the  flock  and 
lower  egg  production;  diagnosis  by 
competent  personnel  is  essential;  flock 
condition  and  production  records 
should  be  carefully  evaluated  prior  to 
treatment. 

(3)  Replacement  pullets— (.i)  Amount. 
Coumaphos  36.3  grams  per  ton  (0.004 
percent). 


(ii)  Indications  for  use.  For  control 
of  capillary  worm  (.Capillaria  obsig- 
nata)  and  as  an  aid  in  control  of 
common  roundworm  (Ascaridia  galli) 
and  cecal  worm  (Heterakis  gallinae). 

(iil)  Limitations.  In  Type  D  medicat¬ 
ed  feed  article;  administer  before  the 
onset  of  production;  diagnosis  by  com¬ 
petent  personnel  is  essential;  adminis¬ 
ter  continuously  as  Type  D  article  for 
from  10  to  14  days;  do  not  feed  to 
chickens  under  8  weeks  of  age  nor 
within  10  days  of  vaccination  or  other 
conditions  of  stress;  if  birds  are  main¬ 
tained  on  contaminated  litter  or  ex¬ 
posed  to  infected  birds,  a  second  10  to 
14  day  treatment  is  recommended  but 
not  sooner  than  3  weeks  after  the  end 
of  the  previous  treatment;  as  sole 
medication;  if  reinfection  occurs  after 
production  begins,  repeat  treatment  as 
recommended  for  laying  flocks. 


§  558.195  Decoquinate. 

(a)  Chemical  name.  Ethyl  6-(decy- 
loxy)-7-ethoxy-4-hydroxy-3-quinoline- 
carboxylate  (C2H35NO5). 

(b)  Specifications.  Assay— not  less 
than  98  percent  by  ultraviolet  spectro¬ 
photometry;  melting-point  range— 
242°-245°  C. 

(c)  Approvals.  (1)  Type  A  medicated 
feed  article:  6  percent  to  No.  011801  in 
§  510.600(c)  of  this  chapter. 

(2)  Type  A  medicated  feed  article: 
0.00828  percent  to  No.  012286  in 
§  510.600(c)  of  this  chapter. 

(d)  Assay  limits.  Type  D  medicated 
feed  article:  80  to  120  percent  of  la¬ 
beled  amount. 

(e)  Related  tolerances  in  edible  prod¬ 
ucts.  See  §  556.170  of  this  chapter. 

(f)  Special  considerations.  Bentonite 
should  not  be  used  in  decoquinate 
Type  B,  C,  or  D  medicated  feed  article. 

(g)  Conditions  of  use.  (1)  It  is  used  in 
Type  D  medicated  feed  articles  as  fol¬ 
lows: 


Decoquinate  in  Combination  in  grams  Indications  for  use  Limitations  Sponsor 

grams  per  ton  per  ton 


27.2  (0.003  pet), 


27.2  (0.003  pet). 


.  Broiler  chickens;  as  an  aid  in  the  prevention  of  Do  not  feed  to  laying  chickens . 

coccidiosis  caused  by  Eimeria  tenella,  E.  neca- 
trix,  E.  mivati,  E.  acervulina,  E.  maxima,  and  E. 
brunetli. 

Bacitracin  10  to  50....  Broiler  chickens;  as  an  aid  in  the  prevention  of  Do  not  feed  to  laying  chickens;  feed  as  sole  ration;  as  zinc 
coccidiosis  caused  by  Eimeria  tenella,  E.  neca-  bacitracin  provided  by  No.  012769  in  sec.  510.6()0(c)  of 
friz,  E.  mivati,  E.  acervulina,  E.  maxima,  and  E.  this  chapter. 

,  brunetli;  for  increased  rate  of  weight  gain  and 
improved  feed  efficiency. 


Chlortetracycline  Broiler  chickens;  as  an  aid  in  the  prevention  of  Do  not  feed  to  laying  chickens;  in  low  calcium  Type  D  ar- 
200.  coccidiosis  caused  by  Eimeria  tenella,  E.  neca-  tides  containing  0.8  pet  of  calcium;  not  to  be  fed  con- 

friz,  E.  acervulina,  E.  mivati,  E.  maxima,  and  E.  tinuously  for  more  than  8  week;  as  chlortetracycline  hy- 
brunetti;  for  the  treatment  of  chronic  respira-  drochloride  provided  by  No.  010012  in  sec.  510.600(c)  of 
tory  disease  (air-sac  infection),  prevention  of  this  chapter, 
synovitis. 

Roxarsone  45.4  Broiler  chickens;  as  an  aid  in  the  prevention  of  Do  not  feed  to  laying  chickens;  withdraw  5  d  before 
(0.005  pet).  coccidiosis  caused  by  Eimeria  tenella,  E.  neca-  slaughter;  as  sole  source  of  organic  arsenic, 

friz,  E.  mivati,  E.  acervulina,  E.  maxima,  and  E. 
brunetli;  growth  promotion  and  feed  efficiency; 
improving  pigmentation. 

Lincomycin  2 .  Broiler  chickens;  as  an  aid  in  the  prevention  of  Do  not  feed  to  laying  chickens;  feed  as  sole  ration;  as  lin- 

coccidiosis  caused  by  Eimeria  tenella,  E.  neca-  comycin  hydrochloride  monohydrate  provided  by  No. 
friz,  E.  acervulina,  E.  maxima,  E.  mivati,  and  E.  000009  in  sec.  510.600(c)  of  this  chapter. 
brunettU  for  increased  rate  of  weight  gain  and 
improved  feed  efficiency. 


011801. 

012286 


011801 


011801 


011801 


000009, 

011801 
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Decoquinate  in 
grams  per  ton 

Combination  in  grams 
per  ton 

Indications  for  use 

Limitations 

Sponsor 

Roxarsone  11  to  45 
(0.0012-0.005  pet) 
plus  Bacitracin  12 
to  50. 

Broiler  chickens;  as  an  aid  in  the  prevention  of 
coccidiosis  caused  by  Eimma  tenella,  E.  neca- 
trie,  £.  acervvlina,  E.  mivati,  E.  maxima,  and  E. 
brunettU  for  increased  rate  of  weight  gain  and 
improved  feed  efficiency. 

Do  not  feed  to  laying  chickens;  withdraw  5  d  before 
slaughter;  as  sole  source  of  organic  arsenic;  as  zinc  baci¬ 
tracin  provided  by  No.  012769  in  sec.  510.600(c)  of  this 
chapter;  as  roxarsone  provided  by  No.  017210  in  sec. 
510.600(c)  of  this  chapter. 

011801 

(2)  It  is  used  in  Type  C  or  D  medicated  feed  articles  as  follows: 

Decoquinate 

Combination  in  grams 
per  ton 

Indications  for  use 

Limitations 

Sponsor 

22.7  mg  per  100  lb 
of  body  weight 
per  day  (0.5  mg 
per  kilogram. 

Cattle;  as  an  aid  in  the  prevention  of  coccidiosis  in 
ruminating  calves  and  cattle  caused  by  Eimeria 
bovis  and  E.  zumii. 

Feed  for  at  least  28  d  during  periods  of  coccidiosis  or 
when  it  is  likely  to  be  a  hazard.  Do  not  feed  to  breeding 
animals  or  cows  producing  milk  for  food.  Type  D  medi¬ 
cated  feed  articles  for  cattle  should  be  consumed  within 
7  d  of  manufacture. 

011801 

§  558.205  Dichlorvos. 

(a)  Chemical  name.  2,2-Dichloro- 
vinyi  dimethyl  phosphate. 

(b)  Approvals.  Type  A  medicated 
feed  article:  9.6  percent  to  No.  011461 
in  §  510.600(c)  of  this  chapter. 

(c)  Assay  limits.  Type  D  medicated 
feed  article:  80  to  130  percent  of  la¬ 
beled  amount. 

(d)  Special  considerations.  (1)  Dich¬ 
lorvos  is  to  be  included  in  meal  or 
mash  or  mixed  with  feed  in  crumble 
form  only  after  the  crumble  Type  C  or 
D  article  has  been  manufactured.  Do 
not  mix  in  Type  C  or  D  medicated  feed 
articles  to  be  pelleted  nor  with  pellet¬ 
ed  feed.  Do  not  soak  the  Type  C  or  D 
article  or  administer  as  wet  mash. 
Type  C  or  D  medicated  feed  article 
must  be  dry  when  administered.  Do 
not  use  in  animals  other  than  swine. 
Do  not  allow  fowl  access  to  Type  C  or 
D  medicated  feed  articles,  containing 
this  preparation  or  to  feces  from  treat¬ 
ed  animals. 

(2)  Dichlorvos  is  a  cholinesterase  in¬ 
hibitor.  Do  not  use  this  product  in  ani¬ 
mals  simultaneously  or  within  a  few 
days  before  or  after  treatment  with  or 
exposure  to  cholinesterase-inhibiting 
drugs,  pesticides,  or  chemicals.  If 
human  or  animal  poisoning  should 
occur,  immediately  consult  a  physician 
or  a  veterinarian.  Atropine  is  antidot¬ 
al. 

(3)  Labeling  for  Type  C  medicated 
feed  articles  must  include  a  statement 
that  containers  or  materials  used  in 
packaging  such  Type  C  articles  are  not 
to  be  reused  and  ^  all  such  packaging 
materials  must  be*  destroyed  after  the 
product  has  been  used. 

(4)  Type  C  or  D  medicated  feed  arti¬ 
cles  conforming  to  the  requirements  of 
this  section  and  processed  from  Type 
C  articles  containing  not  more  than 
0.768  percent  of  dichlorvos  -are  not  re¬ 
quired  to  comply  with  the  provisions 
of  section  512(m)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act.  ' 


(e)  Related  tolerances.  See  §556.180 
of  this  chapter. 

(f)  Conditions  of  use.  It  is  used  in 
Type  C  or  D  medicated  feed  articles 
for  swine  as  follows: 

(1)  Amount  per  ton.  Dichlorvos,  348 
grams  (0.0384  percent). 

(1)  Indications  for  tise.  For  the  re¬ 
moval  and  control  of  mature,  imma¬ 
ture,  and/or  fourth-stage  lar\'ae  of  the 
whipworm  iTrichuris  suis),  nodular 
worm  tOesophagostomum  sp.),  large 
roundworm  iAscaris  suum),  and  the 
thick  stomach  worm  tAscarops  stron- 
gylina)  of  the  gastrointestinal  tract. 

(ii)  Limitations.  For  swine  up  to  70 
pounds  body  weight,  feed  as  sole 
ration  for  2  consecutive  days.  For 
swine  from  70  pounds  to  market 
weight,  feed  as  sole  ration  at  the  rate 
of  8.4  pounds  of  feed  per  head  until 
the  Type  D  article  has  been  consumed. 
For  boars,  open  or  bred  gilts,  and  sows, 
feed  as  sole  ration  at  the  rate  of  4.2 
pounds  per  head  per  day  for  2  con¬ 
secutive  days. 

(2)  Amount  per  ton.  Dichlorvos,  479 
grams  (0.0528  percent). 

(i)  Indications  for  use.  For  the  re¬ 
moval  and  control  of  mature,  imma¬ 
ture,  and/or  fourth-stage  larvae  of  the 
whipworm  (Trichuris  suis),  nodular 
worm  (Oesophagostomum  sp.),  large 
roundworm  (Ascaris  suum),  and  the 
thick  stomach  worm  iAscarops  stron- 
gylina)  of  the  gastrointestinal  tract. 

(ii)  Limitations.  For  boars,  open  or 
bred  gilts,  and  sows,  feed  as  sole  ration 
at  the  rate  of  6  pound.s  per  head  for 
one  feeding. 

(3)  Amount  per  ton.  Dichlorvos,  334- 
500  grams  (0.0366-0,0550  percent). 

(i)  Indications  for  yse.  An  aid  in  im¬ 
proving  litter  production  efficiency  by 
increasing  pigs  bom  alive,  birth 
weights,  survival  to  market,  and  rate 
of  weight  gain.  Treatment  also  re¬ 
moves  and  controls  mature,  immature 
and/or  fourth  stage  larvae  of  whip¬ 
worm  iTrichuris  suis),  nodular  worm 


(Oesophagostomum  sp.),  large  round- 
worm  (Ascaris  suum),  and  the  thick 
stomach  worm  iAscarops  strongylina) 
occurring  in  the  gastrointestinal  tract 
of  the  sow  or  gilt. 

(ii)  Limitations.  For  pregnant  swine; 
mix  into  a  gestation  feed  to  provide 
1,000  milligrams  per  head  daily  during 
last  30  days  of  gestation. 


§  558.225  Diethylstilbestrol. 

(a)  Approvals.  (1)  Dry  Type  A  medi¬ 
cated  feed  article  of  2  grams  (0.44  per¬ 
cent)  and  10  grams  (2.2  percent)  of 
diethylstilbestrol  per  pound,  and 
liquid  Type  A  medicated  feed  article  of 
20  grams  (4.4  percent)  and  40  grams 
(8.8  percent)  of  diethylstilbestrol  per 
pound,  for  use  in  manufacturing  Type 
C  or  D  medicated  feed  articles  within 
the  currently  approved  use  levels  of  5 
to  20  milligrams  per  head  per  day;  see 
No.  011801  in  §  510.600(c)  of  this  chap¬ 
ter. 

(2)  Dry  Type  A  medicated  feed  arti¬ 
cle  of  2  grams  (0.44  percent),  4  grams 
(0.88  percent),  and  10  grams  (2.2  per¬ 
cent)  of  diethylstilbestrol  per  poimd 
for  use  in  manufacturing  Type  C  or  D 
medicated  feed  articles  within  current¬ 
ly  approved  use  levels  of  5  to  20  milli¬ 
grams  per  head  per  day;  see  No. 
024264  in  §  510.600(c)  of  this  chapter. 

(3)  [Reserved] 

(b)  Assay  limits.  Type  C  or  D  medi¬ 
cated  feed  articles  containing  below 
0.00022  percent  diethylstibestrol  must 
have  80  to  120  percent  of  labeled 
amount.  Type  C  or  D  medicated  feed 
articles  containing  over  0.00022  per¬ 
cent  diethylstilbestrol  must  have  85  to 
115  percent  of  labeled  amount. 

(c)  Special  considerations.  Maxi- 
miun  level  of  diethylstilbestrol  permit¬ 
ted  in  Type  C  medicated  feed  article 
for  cattle  is  0.0044  percent. 

(d)  Related  tolerances.  See  §556.190 
of  this  chapter. 

(e)  Conditions  of  use.  (1)  It  is  used  in 
Type  C  or  D  medicated  feed  article  as 
follows: 
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Diethylstilbestrol  Combination  in 

in  milligrams  per  milligrams  per  head  Indications  for  use  Limitations  Sponsor 

head  per  day  per  day 


(i)  2 . 

(U)  S  to  20 

(ill)  10 _ 


..  Fattening  of  sheep .  Sheep;  withdraw  7  d  before  slaughter;  do  not  feed  to 

breeding  animals. 

..  Fattening  of  beef  cattle .  Beef  cattle;  feed  in  not  less  than  1  lb  of  feed;  withdraw  7  021264 

d  before  slaughter;  do  not  feed  to  breeding  or  dairy  ani¬ 
mals;  feed  not  more  than  10  mg  per  head  per  day  to  ani¬ 
mals  under  750  lb  body  weight. 

..  do .  Beef  cattle;  feed  in  not  less  than  1  lb  of  feed;  withdraw  7 

d  before  slaughter;  do  not  feed  to  breeding  or  dairy  ani¬ 
mals. 


Bacitracin  70 .  Fattening  of  beef  cattle;  reduction  in  number  of  Beef  cattle;  feed  in  not  less  than  1  lb  of  feed;  withdraw  7 

liver  condemnations  due  to  abscesses  in  feedlot  d  before  slaughter;  do  not  feed  to  breeding  or  dairy  ani- 
beef  cattle;  as  bacitracin  methylene  disalicylate.  mals.  Feedlot  beef  cattle;  administer  continuously 

throughout  the  feeding  period;  withdraw  7  d  before 
slaughter. 

Bacitracin  250 .  do .  Beef  cattle;  feed  in  not  less  than  1  lb  of  feed;  withdraw  7 

d  before  slaughter;  do  not  feed  to  breeding  or  dairy  ani¬ 
mals.  Feedlot  beef  cattle;  administer  continuously  for  5 
d,  then  discontinue  for  subsequent  25  d,  repeat  the  pat¬ 
tern  during  the  feeding  period;  continue  diethylstilbes- 
trol  during  25  d  period. 

Bacitracin  35  to  70....  Fattening  of  beef  cattle;  growth  promotion  and  Beef  cattle;  feed  in  not  less  than  1  lb  of  feed;  withdraw  7 
feed  efficiency;  as  zinc  bacitracin.  d  before  slaughter,  do  not  feed  to  breeding  or  dairy  ani¬ 

mals. 


Chlortetracycline  0.5 
mg  per  pound  of 
body  weight  per 
day. 

Chlortetracycline  70. 


Chlortetracycline 

100. 


Chlortetracycline 

350. 


Chlortetracycline 

500. 


Chlortetracycline 

750. 


Oxytetracycline  75 
to  80. 


Fattening  of  beef  cattle;  aid  in  prevention  of  ana-  Beef  cattle  over  1,500  Ib  in  weight;  feed  in  not  less  than  1 . 
plasmosis.  lb  of  feed;  withdraw  7  d  before  slaughter;  do  not  feed  to 

breeding  or  dairy  animals. 


1.  Fattening  of  beef  cattle;  aid  in  prevention  of 
liver  abscesses. 

2.  Fattening  of  beef  cattle;  aid  in  reduction  of  bac¬ 
terial  diarrhea;  aid  in  the  prevention  of  foot  rot. 

Fattening  of  beef  cattle;  aid  in  reduction  of  bacte¬ 
rial  diarrhea;  aid  in  the  prevention  of  foot  rot. 

1.  Fattening  of  beef  cattle;  aid  in  prevention  of 
bacterial  pneumonia  and  shipping  fever  (he¬ 
morrhagic  septicemia);  aid  in  reduction  of  losses 
due  to  respiratory  infection  (infectious  rhinotra- 
cheitis,  shipping  fever  complex). 

2.  Fattening  of  beef  cattle;  aid  in  prevenion  of  an- 
aplasmosis. 

Fattening  of  beef  cattle;  aid  in  prevention  of  ana- 
plasmosis. 


Fattening  of  beef  cattle;  reduction  in  incidence 
and  severity  of  liver  abscesses. 


Beef  cattle  and  feedlot  beef  cattle;  feed  in  not  less  than  1 . 
lb  of  feed;  withdraw  7  d  before  slaughter;  do  not  feed  to 
breeding  or  dairy  animals. 

Beef  cattle  to  700  lb  in  weight;  feed  in  not  less  than  1  lb . 
of  feed;  withdraw  7  d  before  slaughter;  do  not  feed  to 
breeding  or  dairy  animals. 

Beef  cattle  over  700  lb  in  weight;  feed  in  not  less  than  1  lb  . 
of  feed;  withdraw  7  d  before  slaughter,  do  not  feed  to 
breeding  or  dairy  animals. 

Beef  cattle;  feed  in  not  less  than  1  lb  of  feed;  withdraw  7  . 
d  before  slaughter;  do  not  feed  to  breeding  or  dairy  ani¬ 
mals. 


Beef  cattle  up  to  700  lb  in  weight;  feed  in  not  less  than  1 . 
lb  of  feed;  withdraw  7  d  before  slaughter;  do  not  feed  to 
breeding  or  dairy  animals. 

Beef  cattle  700  lb  to  1,000  lb  in  weight;  feed  in  not  less . 
than  1  lb  of  feed;  withdraw  7  d  before  slaughter;  do  not 
feed  to  breeding  animals. 

Beef  cattle  1,000  to  1,500  lb  in  weight;  feed  in  not  less . 
than  1  lb  of  feed;  withdraw  7  d  before  slaughter,  do  not 
feed  to  breeding  or  dairy  animals. 

Beef  cattle  over  100  lb  in  weight;  as  monoalkyl  (€■—€») . 
trimethyl  ammonium  oxytetracycline;  feed  in  not  less 
than  1  lb  of  feed;  withdraw  7  d  before  slaughter;  do  not 
feed  to  breeding  or  dairy  animals. 


§  558.240  Dimetridazole. 

(a)  [Reserved] 

(b)  Assay  limits.  Type  D  medicated 
feed  article:  85  to  120  percent  of  la¬ 
beled  amount. 

(c)  [Reserved] 

(d)  Related  tolerances.  See  §556.210 
of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  in 
the  Type  D  medicated  feed  articles  for 
turkeys  as  follows: 

(1)  Amount  per  ton.  136  to  182  grams 
(0.015  to  0.02  percent). 

(i)  Indications  of  use.  For  prevention 
of  blackhead  (histomoniasis,  infectious 
enterohepatitis),  growth  promotion 
and  feed  efficiency. 

(ii)  Limitations.  Feed  continuously; 
do  not  feed  to  birds  producing  eggs  for 
human  consumption;  withdraw  5  days 
before  slaughter;  as  sole  source  of  di¬ 
metridazole. 


(2)  Amount  per  ton.  544  to  725  grams 
(0.06  to  0.08  percent). 

(1)  Indications  for  use.  As  an  aid  in 
the  control  of  blackhead  (histomonia¬ 
sis,  infectious  enterohepatitis). 

(ii)  Limitations.  Feed  for  not  more 
than  7  days;  do  not  feed  to  birds  pro¬ 
ducing  eggs  for  human  consumption; 
withdraw  5  days  before  slaughter;  as 
sole  source  of  dimetridazole. 

§  558.248  Erythromcin  thiocyanate. 

(a)  Approval— il)  Type  A  medicated 
feed  article:  2.2  percent  to  No.  043731 
in  §  510.600(c)  of  this  chapter. 

(2)  [Reserved] 

(b)  Assay  limits— il)  Type  C  or  D 
medicated  feed  articles  containing  less 
than  20  grams  per  ton.  50  to  150  per¬ 
cent  of  labeled  amount. 

(2)  Type  C  or  D  medicated  feed  arti¬ 
cles  containing  over  20  grams  per  ton, 
75  to  125  percent  of  labeled  amount. 


(c)  Special  considerations.  (1)  The 
levels  of  antibiotic  listed  are  expressed 
in  terms  of  the  weight  of  erythromy¬ 
cin  master  standard.  One  gram  of 
erythromycin  thiocyanate  is  equiv¬ 
alent  to  0.925  gram  of  erythromycin 
master  standard. 

(2)  Type  D  medicated  feed  articles 
for  swine,  processed  from  Type  A 
medicated  feed  articles  that  contain 
not  more  than  10  grams  of  erythromy¬ 
cin  thiocyanate  (9.25  grams  of  eryth¬ 
romycin)  per  pound  and  conform  to 
the  requirements  of  this  section  are 
not  required  to  comply  with  the  provi¬ 
sions  of  section  512(m)  of  the  act  (21 
U.S.C.  360b(m)). 

(d)  Related  tolerances.  See  §556.230 
of  this  chapter. 

(e)  Conditions  of  t«c— (1)  It  is  used 
in  Type  D  medicated  feed  articles  as 
follows: 
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Erythromycin 
thiocyanate  in 
grams  per  ton 

Combination  in  grams 

per  ton  Indications  for  use 

Limitations 

Sponsor 

(U)  9.25  to  18.5  .... 
(Ul)  9.25  to  64.75 . 

ciency  in  starter  pigs  (9.25  to  64.75)  and  grower¬ 
finishing  pigs  (9.25). 

For  turkeys  not  over  12  weeks  of  age . 

Starter  ration  for  animals  up  to  35  lb  body  weight 

043731 

fv>  B2  S . 

Feed  for  2  d  before  stress  and  3  to  6  d  after  stress;  with- . 

. 

respiratory  disease  during  periods  of  stress. 

2.  Chickens;  as  an  aid  in  the  prevention  of  infec¬ 
tious  corvza. 

3.  Turkeys;  as  an  aid  in  the  prevention  of  chronic 
respiratory  disease  during  periods  of  stress. 

.  1.  Chickens;  as  an  aid  in  the  prevention  and  reduc- 

draw  24  h  before  slaughter. 

»vO  lllfi 

Feed  for  5  to  8  d;  do  not  use  in  birds  producing  eggs  for . 

tion  of  lesions  and  in  lowering  severity  of  chron¬ 
ic  respiratory  disease. 

2.  Turkeys;  as  an  aid  in  the  prevention  and  reduc¬ 
tion  of  lesions  and  in  lowering  severity  of  chron¬ 
ic  respiratory  disease. 

food  purposes;  withdraw  48  h  before  slaughter. 

Feed  5  to  8  d;  do  not  use  in  birds  producing  eggs  for  food  . 
purposes. 

— 

(2)  It  is  used  in  type  C  or  D  medicat¬ 
ed  feed  articles  for  feedlot  beef  cattle 
at  37  milligrams  per  head  per  day  as 
an  aid  in  stimulating  errowth  and  im¬ 
proving  feed  efficiency. 

(3)  Erythromycin  thiocyanate  may 
be  used  in  accordance  with  the  provi¬ 
sions  of  this  section  in  the  combina¬ 
tions  provided  as  follows: 

(i)  Amprolium  in  accordance  with 
§558.55. 

(ii)  Amprolium  and  ethopabate  in  ac¬ 
cordance  with  §  558.58. 

(iii)  Arsanilic  acid  in  accordance  with 
§  558.62. 

(iv)  Zoalene  in  accordance  with 
§  558.680. 

§  558.254  Famphur. 

(a)  [Reserved] 

(b)  Assay  limits.  Type  D  medicated 
feed  article:  80  to  120  percent  of  la¬ 
beled  amount. 

(c)  Special  considerations.  Famphur 
is  a  cholinesterase  inhibitor.  Do  not 
iise  this  product  in  animals  simulta¬ 
neously  or  within  a  few  days  before  or 
after  treatment  with  or  exposure  to 
cholinesterase-inhibiting  drugs,  pesti¬ 
cides,  or  chemicals. 

(d)  Related  tolerances.  See  40  CFR 
180.233. 

(e)  Conditions  of  use.  It  is  used  in 
type  D  medicated  feed  articles  for 
cattle  as  follows: 

(1)  Amount  1.1  milligrams  per 
poimd  body  weight  per  day. 

(i)  Indica  tions  for  use.  For  control  of 
grubs  and  as  an  aid  in  control  of  suck¬ 
ing  lice. 

(ii)  Limitations.  For  beef  cattle  and 
nonlactating  dairy  cows;  feed  for  30 
days;  withdraw  from  dry  dairy  cows 


and  heifers  21  days  prior  to  freshen¬ 
ing;  withdraw  4  days  prior  to  slaugh¬ 
ter. 

(2)  Amount.  2.3  milligrams  per 
pound  body  weight  per  day. 

(i)  Indications  for  use.  For  control  of 
grubs. 

(ii)  Limitations.  For  beef  cattle  and 
nonlactating  dairy  cows;  feed  for  10 
days;  withdraw  from  dry  dairy  cows 
and  heifers  21  days  prior  to  freshen¬ 
ing;  withdraw  4  days  prior  to  slaugh¬ 
ter. 

§  558.258  Ferrous  fumarate. 

(a)  [Reserved] 

(b)  Assay  limits.  Type  D  medicated 
feed  article:  80  to  125  percent  of  la¬ 
beled  amount. 

(c)  [Reserved] 

(d)  Conditions  of  use.  It  is  used  in 
Type  D  medicated  feed  articles  as  a 
source  of  iron  for  the  prevention  of 
iron  deficiency  anemia  in  baby  pigs,  in 
an  amount  not  to  exceed  that  neces¬ 
sary  to  accomplish  its  intended  effect. 

§  558.262  Furazolidone. 

(a)  [Reserved] 

(b)  Assay  limits.  Type  D  medicated 
feed  article:  85  to  115  percent  of  la¬ 
beled  amount. 

(c)  Special  considerations.  Type  D 
medicated  feed  articles  containing  fur¬ 
azolidone  are  not  required  to  comply 
with  the  provisions  of  section  512(m) 
of  the  Federal  Food,  Drug,  and  Cos¬ 
metic  Act. 

(d)  Related  tolerances.  See  §556.290 
of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  in 
Type  D  medicated  feed  article  for 
swine  as  follows: 
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(1)  Amount  per  ton.  150  grams 
(0.0165  percent). 

(1)  Indications  for  use.  In  sows,  for 
prevention  of  bacterial  scours  in  baby 
pigs:  growth  promotion  while  on  medi¬ 
cation. 

(ii)  Limitations.  Peed  1  week  before 
farrowing  and  2  weeks  after  farrowing. 

(2)  Amount  per  ton.  100  to  200  grams 
(0.011  to  0.022  percent). 

(i)  Indications  of  use.  Prevention  of 
bacterial  enteritis  (necrotic  enteritis, 
necro)  and  vibrionic  (bloody)  dysen¬ 
tery;  growth  promotion  while  on  medi¬ 
cation. 

(ii)  Limitations.  Feed  100  grams  per 
ton  for  5  weeks;  or  150  grams  per  ton 
for  3  weeks:  or  200  grams  per  ton  for  2 
weeks. 

(3)  Amount  per  ton.  300  grams  (0.033 
percent). 

(i)  Indications  for  use.  Treatment  of 
bacterial  enteritis  (necrotic  enteritis, 
necro)  and  vibrionic  (bloody)  dysen¬ 


tery;  growth  promotion  while  on  medi¬ 
cation. 

(ii)  Limitations.  Feed  10  to  14  days. 

§  558.266  Griseofulvin. 

(a)  [Reserved] 

(b)  Assay  limits.  Type  D  medicated 
feed  article:  80  to  120  percent  of  la¬ 
beled  amount. 

(c)  [Reserved] 

(d)  Conditions  of  use.  It  is  used  in 
the  Type  D  medicated  feed  article  for 
chinchillas  as  follows: 

(1)  Amount.  160  milligrams  per 
pound  (0.0353  percent). 

(2)  Indications  for  use.  Prevention, 
treatment,  and  control  of  fungal  infec¬ 
tions  caused  by  Trichophyton,  and  as 
an  aid  in  the  prevention  of  fur  chew¬ 
ing  associated  with  these  fungal  infec¬ 
tions. 

(3)  Limitations.  Administer  as  sole 
ration. 


§  558.274  Hygromycin  B. 

(a)  [Reserved] 

(b)  Assay  limits.  Type  D  medicated 
feed  articles:  75  to  125  percent  of  la¬ 
beled  amount. 

(c)  Special  considerations.  Type  D 
medicated  feed  articles  for  chickens 
containing  hygromycin  B  as  sole  drug, 
processed  from  Type  C  medicated  feed 
articles  containing  not  more  than  32 
grams  per  ton  hygromycin  B,  and  con¬ 
forming  to  the  requirements  of  para¬ 
graph  (e)  of  this  section  are  not  re¬ 
quired  to  comply  with  the  provisions 
of  section  512(m)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act. 

(d)  Related  tolerances.  See  §556.330 
of  this  chapter. 

(e)  Conditions  of  use.  (1)  It  may  be 
used  in  Type  D  medicated  feed  articles 
as  follows: 


Hygromycin  B  in  Combination  in  grams 

Indications  for  use 

Limitations 

Sponsor 

grams  per  ton  per  ton 

(l)  8  to  12 .  Chickens:  control  of  infestation  of  large  round-  . 

worms  {Ascaris  gaXli),  cecal  worms  (Heterakis 
gaUinae),  and  capillary  worms  (.Capillaria  obsig- 
nata). 

Bacitracin  100 .  Chickens;  control  of  infestation  of  large  round-  As  bacitracin  methylene  disalicylate  or  zinc  bacitracin. 

worms  (.Ascaris  gaUi),  cecal  worms  (.Heterakis 
gallinae),  And  capillary  worms  (Capillaria  obsig- 
nata);  treatment  of  chronic  respiratory  disease 
(air-sac  infection),  blue  comb  (nonspecific  infec¬ 
tious  enteritis). 


Bacitracin  plus  1.  Chickens;  control  of  infestation  of  large  round-  Type  D  articles  containing  not  less  than  25  pet  of  penicil- 

penicUlin  (100  to  worms  (Ascaris  galli),  cecal  worms  (Heterakis  lin  plus  not  less  than  50  pet  of  bacitracin;  as  procaine 

200  of  gallinae),  and  capillary  worms  ( Capillaria  obsig-  penicillin  plus  bacitracin  methylene  disalicylate, 

combination).  nataY,  treatment  of  chronic  respiratory  disease 

(air-saic  infection),  blue  comb  (nonspecific  infec¬ 
tious  enteritis). 

do .  2.  Chickens;  control  of  infestation  of  large  round-  Type  D  articles  containing  not  less  than  50  pet  nor  more 


worms  (Ascaris  galli),  cecal  worms  (Heterakis  than  75  pet  of  bacitracin,  except  that  it  contains  not 
gallinae),  and  capillary  worms  (Capillaria  obsig-  more  than  125  g  of  penicillin;  as  procaine  penicillin  plus 
nata)i  treatment  of  chronic  respiratory  disease  zinc  bacitracin. 

(air-sac  infection),  blue  comb  (nonspecific  infec¬ 
tious  enteritis). 

3.  Chickens;  control  of  infestation  of  large  round-  Type  D  articles  containing  50  pet  to  75  pet  bacitracin,  but 
worms  (Ascaris  galli),  cecal  worms  (Heterakis  not  more  than  125  g  of  penicillin,  as  procaine  penicillin. 
gallinae),  and  capillary  worms  ( Capillaria  obsig- 
nataV,  treatment  of  chronic  respiratory  disease 
(air-sac  infection),  blue  comb  (nonspecific  infec¬ 
tious  enteritis). 

Chlortetracycline  Chickens;  control  of  infestation  of  large  round-  Not  to  be  fed  to  laying  chickens;  as  chlortetracycline  hy- 

100  to  200.  worms  (Ascaris  galli),  cecal  worms  (Heterakis  drochloride. 

gallinae),  and  capillary  worms  (Capillaria  obsig- 
nata);  treatment  of  chronic  respiratory  disease 
(air-sac  infection),  blue  comb  (nonspecific  infec¬ 
tious  enteritis);  prevention  of  synovitis. 

Penicillin  100 .  Chickens;  control  of  Infestation  of  large  round-  As  procaine  penicillin . . . . 

worms  (Ascaris  galli),  cecal  worms  (Heterakis 
gallinae),  and  capillary  worms  (Capillaria  obsig- 
nata);  treatment  of  chronic  respiratory  disease 
(air-sac  infection),  blue  comb  (nonspecific  infec¬ 
tious  enteritis). 

Penicillin  plus  do .  Type  D  articles  containing  16.7  pet  of  penicillin;  as  pro¬ 
streptomycin  (90  caine  penicillin  plus  streptomycin  sulfate, 

to  180  of 
combination). 

(il)  12 .  Swine;  control  of  Infestation  of  large  roundworms  Withdraw  48  h  prior  to  slaughter . . . — .............. 

(Ascaris  suis),  nodular  worms  (Oesophagos- 
tenum  dentatum)  and  whipworms  (Trichuris 
suis). 

Chlortetracycline  Swine:  control  of  infestation  of  large  roundworms  As  chlortetracycline  hydrochloride:  withdraw  48  h  prior 
'  100  to  200.  (Ascaris  suis),  n(xlular  worms  (Oesophagos-  to  slaughter. 

tenum  dentatum)  and  whipworms  (Trichuris 
suis);  treatment  of  bacterial  swine  enteritis. 
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(2)  Hygromycin  B  may  also  be  used 
in  combination  with: 

(i)  Amprolium  in  accordance  with 
§  558.55. 

(ii)  Zoalene  in  accordance  with 
§  558.680. 

§  558.305  Ipronidazole. 

(a)  Chemical  name.  2-Isopropyl-l- 
methyl-5-nitroimidazole. 

(b)  Approvals.  Type  A  medicated 
feed  article  containing  12.5  percent  of 
the  drug  granted;  see  No.  000004  in 
§  510.600(c)  of  this  chapter. 

(c)  Assay  limits.  Type  D  medicated 
feed  article  containing  0.00625  percent 
ipronidazole.  75  to  125  percent  of  la¬ 
beled  amount.  Type  D  medicated  feed 
article  containing  0.025  percent  iproni¬ 
dazole;  80  to  120  percent  of  labeled 
amount.  Type  A  medicated  feed  arti¬ 
cle:  98  percent  to  115  percent  of  la¬ 
beled  amount. 

(d)  Related  tolerances.  See  §556.340 
of  this  chapter. 

(e)  Special  considerations.  Type  D 
medicated  feed  articles  processed  from 
Type  C  medicated  feed  articles  that 
contain  up  to  0.0625  iiercent  ipronida¬ 
zole  and  that  comply  with  the  provi¬ 
sions  of  both  this  paragraph  and  para¬ 
graph  (f)  of  this  section  is  not  required 
to  comply  with  the  provisions  of  sec¬ 
tion  512(m)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act. 

(f)  Conditions  of  use.  It  is  used  in 
Type  D  medicated  feed  articles  for 
turkeys  as  follows: 

(1)  Amount  per  ton.  Ipronidazole, 
56.75  grams  (0.00625  percent). 

(1)  indication  for  use.  As  an  aid  in 
the  prevention  of  blackhead  (histo- 
moniasis).  For  increased  rate  of  weight 
gain  and  improved  feed  efficiency. 

(ii)  Limitations.  Withdraw  4  days 
before  slaughter.  Do  not  feed  to  tiu"- 
keys  producing  eggs  for  food. 

(2)  Amount  per  ton.  Ipronidazole, 
56.75  grams  (0.00625  percent)  plus  sul- 
fadimethoxine,  56.75  pams  (0.00625 
percent)  plus  ormetoprim,  34.05  grams 
(0.00375  percent). 

(i)  Indications  for  use.  As  an  aid  in 
the  prevention  of  blackhead  (hlsto- 
moniasis)  and  coccidiosis  caused  by  all 
Eimeria  species  known  to  be  pathogen¬ 
ic  to  turkeys,  namely,  E.  adenoeides,  E. 
gaUopavonis,  and  E.  meleagrimitis; 
bacterial  infections  due  to  P.  multo- 
cida  (fowl  cholera). 

(ii)  Limitations.  Withdraw  5  days 
before  slaughter.  Do  not  feed  to  tiu-- 
keys  producirig  eggs  for  food. 


(3)  Amount  per  ton.  Ipronidazole. 
227  grams  (0.025  percent). 

(i)  Indications  for  use.  For  the  treat¬ 
ment  of  blackhead  (histomoniasis)  in 
turkeys. 

(ii)  Limitations.  Withdraw  4  days 
before  slaughter.  Do  not  feed  to  tur¬ 
keys  producing  eggs  for  food.  Feed  for 
7  days  at  the  0.025  percent  level. 
Follow  treatment  with  the  preventive 
level  (0.00625  percent)  of  ipronidazole. 


§  558.311  Lasalocid  sodium. 

(a)  Specifications.  Lasalocid  sodium 
is  the  crystalline  substance  produced 


§  558.315  Levamisole  hydrochloride 

(equivalent). 

(a)  Chemical  name.  *(  — )-2,3,5,6.-Te- 
trahydro-6-phenylimidazo  [2.1-b]  thia- 
zole  monohydrochloride. 

(b)  Specifications.  Assay  of  not  less 
than  98  percent  of  nonaqueous  titra¬ 
tion  with  O.IJV  potassium  isoproprox- 
ide;  1  isomer  minimum  95  percent  pure 
by  optical  rotation. 

(c)  Approvals.  Type  A  medicated 
feed  article:  227  grams  per  pound  to 
No.  010042  in  §  510.600(c)  of  this  chap¬ 
ter. 

(d)  Assay  limits.  Type  D  medicated 
feed  article:  85  to  125  percent  of  la¬ 
beled  amoimt. 


by  the  fermentation  of  Streptomyces 
lasaliensis.  A  minimmn  of  90  percent 
lasalocid  sodium  activity  is  derived 
from  lasalocid  A  sodium. 

(b)  Approvals.  Type  A  medicated 
feed  article:  68  grams  per  poimd  of  la¬ 
salocid  sodium  activity  to  No.  000004 
§  510.600  (c)  of  this  chapter. 

(c)  Assay  limits.  Type  D  medicated 
feed  article:  75  to  125  percent  of  la¬ 
beled  amount. 

(d)  Related  tolerance.  See  §556.347 
of  this  chapter. 

(e)  Conditions  of  use.  It  Is  used  in 
feed  for  broiler  or  fryer  chickens  as 
follows: 


(e)  Related  tolerances.  See  §556.350 
of  this  chapter. 

(f)  Conditions  of  use.  It  is  used  in 
Type  C  or  D  medicated  feed  articles  as 
follows: 

(1)  Cattle— iV)  Amount  per  ton.  0.36- 
3.6  grams  (0.08-0.8  percent). 

(ii)  Indications  for  use.  Treatment  of 
the  following  gastrointestinal  worms 
and  lung  worm  infections;  stomach 
worms  (.Haemonchus,  Trichostrongy- 
lus,  Ostertagia),  intestinal  worms  (7Vi- 
chostrongylus,  Cooperia,  Nematodirus, 
Bunostomum,  Oesophagostomum), 
and  lungworms  iDictyocaulus). 

(ill)  Limitations.  Administer  Type  C 
article  mixed  thoroughly  in  one-half 


Lasalocid  sodium 
activity  in  grams  per 
ton 

Combination  in 
grams  per  ton 

Indications  for  use 

Limitations 

Sponsor 

(1)  68  (0.0075  pet)  to 

For  the  prevention  of 

For  broUer  or  fryer  chick- 

000004 

113  (0.012S). 

coccidiosis  caused  by 
Eimeria  leneUa,  E. 
necatrix,  E.  acervulina, 

E.  brunetti,  E.  mivati, 
and  E.  maxima. 

ens  only,  feed  continu¬ 
ously  as  the  sole  ration; 
withdraw  3  d  before 
slaughter. 

(2)  08  (0.0075  pet) _ 

Roxarsone  45.4 
(0.005  pet). 

Broiler  or  fryer  chickens; 
for  the  prevention  of 
coccidiosis  caused  by 
Eimeria  tftieUa,  E. 
necatrix.  E.  acervulina, 

E.  brunetti,  E.  matavti, 
and  E.  maxima  and  as 
an  aid  In  the  reduction 
of  oocysts  and  lesions 
due  to^.  teneUa. 

For  broiler  or  fryer  chick¬ 
ens  only;  feed  continu¬ 
ously  as  the  sole  ration; 
as  sole  source  of  organic 
arsenic;  withdraw  5  d 
before  slaughter;  roxar¬ 
sone  provided  by  No. 
017210  in  sec.  510.600(c) 
of  this  chapter. 

000004 

(3)  68  (0.0075  pet) _ 

Lincomycln  2 
(0.00044  pet). 

Broiler  or  fryer  chickens; 
for  the  prevention  of 
coocidiods  caused  by 
Eimeria,  E.  brunetti,  E. 
teneUa,  E.  acervulina,  E. 
maxima,  E.  necatrix,  for 
increased  rate  of  weight 
gain  and  Improved  lead 
efficiency. 

For  broiler  and  fryer 
chickens  only;  feed  con¬ 
tinuously  as  sole  ration; 
withdraw  5  d  before 
slaughter  finished  feed 
must  be  used  within  4 
weeks  of  manufacture; 
as  lincomycln  hydro¬ 
chloride  monohydrate. 

000000 
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the  usual  amount  of  morning  feed; 
mixed  Type  C  article  should  be  con¬ 
sumed  within  6  hours;  when  Type  C 
article  feed  is  consumed  resume 
normal  feeding;  Type  C  article  is  to  be 
fed  at  the  rate  of  0.36  gram  of  levamis- 
ole  hydrochloride  (equivalent)  per  100 
lb.  of  body  weight;  conditions  of  con¬ 
stant  helininth  exposure  may  require 
retreatment  within  2  to  4  weeks  after 
the  first  treatment;  do  not  slaughter 
for  food  within  48  hours  of  treatment; 
consult  veterinarian  before  using  in  se¬ 
verely  debilitated  animals;  do  not  ad¬ 
minister  to  dairy  animals  of  breeding 
age;  for  use  in  pelleted  or  meal  Type  C 
medicated  feed  articles  only;  the  label 
shall  bear  the  caution,  “Muzzle  foam 
may  be  observed.  However,  this  reac¬ 
tion  will  disappear  within  a  few  hours. 
If  this  condition  persists,  a  veterinar¬ 
ian  should  be  consulted.  Follow  recom¬ 
mended  dosage  carefully.” 

(2)  Swine — (i)  Amount  per  ton.  0.36 
grams  (0.08  percent). 

(ii)  Indications  for  use.  Treatment  of 
the  following  nematode  infections; 
large  round  worms  iAscaris  suum), 
nodular  worms  (.Oesophagostomum 
spp.).  limgworms  (.Metastrongylus 
spp.),  intestinal  threadworms  iStron- 
gyloides  ransomi). 

(iii)  Limitations.  It  is  recommended 
that  regular  feed  be  withheld  over¬ 
night  and  worming  feed  administered 
the  following  morning;  feed  1  lb  of 
worming  feed  per  100  lb.  of  body 
weight  of  pigs  to  be  treated;  may  be 
fed  as  Type  D  medicated  feed  article 
or  thoroughly  mixed  with  1  to  2  parts 
of  regular  feed  prior  to  feeding;  when 
Type  D  article  is  consumed,  resume 
normal  feeding.  Pigs  maintained  imder 
conditions  of  constant  worm  exposure 
may  require  re-treatment  within  4  to  5 
weeks  after  the  first  tre?itment  due  to 
reinfection;  do  not  slaughter  for  food 
within  72  hours  of  treatment;  the  label 
shall  bear  the  caution,  “Excessive  sali¬ 
vation  or  muzzle  foam  may  be  ob¬ 
served.  This  reaction  is  occasionally 
seen  and  will  disappear  in  a  short  time 
after  medication.  If  pigs  are  infected 
with  mature  lungworms,  coughing  and 
vomiting  may  be  observed  soon  after 
Type  D  article  is  consiimed.  This  reac¬ 
tion  is  due  to  the  expulsion  of  worms 
from  the  lungs  and  will  be  over  in  sev¬ 
eral  hours.” 

§  558.325  Lincomycin. 

(a)  Specifications.  Meets  the  specifi¬ 
cations  prescribed  by  §  453.30(a)(1)  of 
this  chapter. 

(b)  Approvals.  (1)  Type  A  medicated 
feed  article:  4  grams  per  pound  to  No. 
000009  in  §  510.600(c)  of  this  chapter 
for  use  as  provided  in  paragraphs 
(f)(1)  and  (f)(3)  of  this  section. 

(2)  Type  A  medicated  feed  article:  20 
grams  per  pound  to  No.  000009  in 
§  510.600(c)  of  this  chapter  for  use  as 
provided  in  paragraph  (f)(2)  of  this 
section. 


(c)  Assay  limits.  Type  D  medicated 
feed  articles:  80  to  130  percent  of  la¬ 
beled  amount.  Type  A  medicated  feed 
articles:  90  to  115  percent  of  labeled 
amount. 

(d)  Related  tolerances  in  edible  prod¬ 
ucts.  See  §  556.360  of  this  chapter. 

(e)  Special  considerations.  (1)  Type 
D  medicated  feed  articles  for  broilers 
containing  lincomycin  as  the  sole  drug 
and  conforming  to  the  requirements  of 
paragraph  (f)(1)  of  this  section  are  not 
required  to  comply  with  the  provisions 
of  section  512(m)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act. 

(2)  Type  D  medicated  feed  articles 
containing  lincomycin  as  the  sole 
drug,  processed  from  Type  C  medicat¬ 
ed  feed  articles  that  contain  up  to 
2,600  grams  of  lincomycin  per  ton,  and 
conforming  to  the  requirements  of 
paragraph  (f)(2)  of  this  section  are  not 
required  to  comply  with  the  provisions 
of  section  512(m)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act. 

(f)  Conditions  of  use. 

(1)  Broilers— It  is  used  in  Type  D 
medicated  feed  articles  as  follows: 

(1)  Amount  per  ton.  2  to  4  grams. 

(a)  Indications  for  use.  For  increase 
in  rate  of  weight  gain  and  improved 
feed  efficiency. 

(b)  Limitations.  As  lincomycin  hy¬ 
drochloride  monohydrate. 

(ii)  Amount  per  ton.  2  grams. 

(a)  Indications  for  use.  For  control 
of  necrotic  enteritis  caused  by  Clostri¬ 
dium  spp.  or  other  susceptible  organ¬ 
isms. 

(b)  Limitations.  As  lincomycin  hy¬ 
drochloride  monohydrate. 

(2)  Swine— It  is  used  in  Type  D 
medicated  feed  articles  as  follows: 

(i)  Amount  per  ton.  40  grams. 

(a)  Indications  for  use.  For  control 
of  swine  dysentery. 

(b)  Limitations.  Feed  as  sole  ration; 
for  use  in  swine  on  premises  with  a 
history  of  swine  dysentery  but  where 
symptoms  have  not  yet  occurred;  not 
for  use  in  breeding  swine;  withdraw  6 
days  before  slaughter. 

(ii)  Amount  per  ton.  100  grams;  40 
grams. 

(a)  Indications  for  use.  For  treat¬ 
ment  and  control  of  swine  dysentery. 

(b)  Limitations.  Feed  100  grams  per 
ton  for  3  weeks  or  until  signs  of  dis¬ 
ease  disappear,  followed  by  40  grams 
per  ton;  feed  as  sole  ration:  not  for  use 
in  breeding  swine;  withdraw  6  days 
before  slaughter. 

(iii)  Amount  per  ton.  100  grams. 

(a)  Indications  for  use.  For  treat¬ 
ment  of  swine  dysentery. 

(b)  Limitations.  Feed  as  sole  ration 
for  3  weeks  or  until  signs  of  disease 
disappear;  not  for  use  in  breeding 
swine;  withdraw  6  days  before  slaugh¬ 
ter, 

(3)  Lincomycin  may  also  be  used  for 
broilers  in  combination  with: 

(i)  Amprolium,  ethopabate,  and  rox- 
arsone  in  accordance  with  §§  558.58 
and  558.530. 


(ii)  Amprolium  and  ethopabate  in  ac¬ 
cordance  with  §  558.58. 

(iii)  Clopidol  in  accordance  with 
§  558.175. 

(iv)  Buquinolate  in  accordance  with 
§  553.105. 

(V)  Decoquinate  in  accordance  with 
§  558.195. 

(vi)  Zoalene  in  accordance  with 
§  558.680. 

(vii)  Monensin  in  accordance  with 
§  558.355. 

(viii)  Robenidine  hydrochloride  in 
accordance  with  §  558.515. 

(ix)  Roxarsone  and  monensin 
sodium  in  accordance  with  §§558.355 
and  558.530. 

(x)  Lasalocid  sodium  in  accordance 
with  §558.311. 

§  558.342  Melengestrol  acetate. 

(a)  [Reserved] 

(b)  Assay  limits.  Type  D  medicated 
feed  article:  70  to  120  percent  of  la¬ 
beled  amoimt. 

(c)  [Reserved] 

(d)  Related  tolerances.  See  §  556.380 
of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  in  or 
on  feed  for  heifers  as  follows: 

(1)  Amount  -  0.2b  to  0.50  milligram 
per  head  per  day. 

(2)  Indications  for  use.  Use  for 
growth  stimulation,  improved  feed  uti¬ 
lization,  and  suppression  of  estrus 
(heat). 

(3)  Limitations.  Heifers  being  fed 
for  slaughter;  administer  in  Type  C 
medicated  feed  articles;  withdraw  48 
hours  prior  to  slaughter. 

§  558.355  Monensin. 

(a)  Specifications.  Monensin  is  the 
substance  produced  by  the  fermenta¬ 
tion  of  Streptomyces  cinnamonensis 
or  the  same  substance  produced  by  an 
other  means.  It  is  present  as  monensin 
or  the  sodium  salt.  A  minimim  of  90 
percent  of  monensin  activity  is  derived 
from  monensin  A. 

(b)  Approvals.  Type  A  medicated 
feed  articles  containing  monensin  with 
diluent  or  Type  B  medicated  feed  arti¬ 
cles  containing  monensin  with  diluent 
plus  vitamins,  minerals,  and/or  other 
nutrient  ingredients  granted  to  firms 
as  sponsor(s)  and  identified  by  sponsor 
numbers  in  §  510.600(c)  of  this  chapter 
for  the  conditions  of  use  indicated  in 
paragraph  (f )  of  this  section  are  as  fol¬ 
lows: 

(1)  To  000986:  44  or  45  grams  per  lb., 
paragraphs  (f)(l)(i)  and  (f)(4)  of  this 
section. 

(2)  To  000986:  110  grams  per  lb., 
paragraphs  (f)(1)  (i),  (iii),  (iv),  (v),  (ix) 
and  (x). 

(3)  To  000986:  44  grams  per  lb.  with 
18  grams  per  lb.  of  roxarsone,  110 
grams  per  lb.  with  45  grams  per  lb.  of 
roxarsone,  paragraph  (f)(l)(ii). 

(4)  To  012286:  303.5  grams  per  ton. 
as  monensin  sodium,  with  .038  percent 
roxarsone,  paragraph  (f)(l)(ii). 
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(5)  To  011904:  14.67  grains  per  lb.,  as 
monensin  sodium,  paragraph  (f)(l)(i). 

(6)  To  011904:  11.786  grams  per  lb., 
as  monensin  sodium,  with  1.063  per¬ 
cent  roxarsone,  22  grams  per  lb.,  as 
monensin  sodium,  with  1.98  percent 
roxarsone,  paragraph  (fKlKii). 

(7)  To  000986:  20,  30,  45,  or  60  grams 
per  lb.,  as  monensin  sodium,  para¬ 
graph  (f)(3). 

(c)  Assay  limits.  (1)  Type  D  medicat¬ 
ed  feed  articles  for  chickens:  75  to  125 
percent  of  labeled  amount  of  monen- 
sin  activity. 

(2)  Type  D  medicated  feed  articles 
for  cattle: 

(1)  Type  D  articles  labeled  as  con¬ 
taining  5  to  10  grams  of  monensin  ac¬ 
tivity  per  ton,  80  to  120  percent  of  la¬ 
beled  amount  of  monensin  activity. 

(ii)  Type  D  articles  labeled  as  con¬ 
taining  10  to  30  grams  of  monensin  ac¬ 
tivity  per  ton.  85  to  115  percent  of  la¬ 
beled  amount  of  monensin  activity. 

(2)  Special  considerations.  (1)  Type 
D  medicated  feed  articles  for  chickens 
containing  monensin  as  the  mycelial 
cake  shall  bear  an  expiration  date  of 
90  days  after  its  date  of  manufacture. 

(2)  Type  D  medicated  feed  articles 
for  cattle,  containing  30  grams  or  less 
monensin  sodium  per  ton  shall  bear  an 
expiration  date  of  30  days  after  its 
date  of  manufacture. 

(3)  Type  D  medicated  feed  articles 
for  cattle,  manufactured  from  Type  C 
medicated  feed  articles  that  contain 
not  more  than  1,200  grams  per  ton  of 
monensin  and  that  comply  with  the 
provisions  of  paragraph  (f)(3)  of  this 
section  are  not  required  to  comply 
with  the  requirements  of  section 
512(m)  of  the  Federal  Pood,  Drug,  and 
Cosmetic  Act. 

(4)  Type  D  medicated  feed  articles 
for  cattle  manufactured  from  Type  A 
medicated  feed  articles  containing  20 
grams  per  pound  of  monensin  and 
that  comply  with  the  requirements  of 
paragraph  (f)(3)  of  this  section  are  not 
required  to  comply  with  the  require¬ 
ments  of  section  512(m)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act. 

(e)  Related  tolerances.  See  §  556.420 
of  this  chapter. 

(f)  Conditions  of  use.  It  is  used  as 
follows: 

(1)  Broiler  chickens— ii)  Amount  per 
ton.  Monensin,  90-110  grams. 

(a)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
E.  necatrix,  E.  tenella,  E.  acervvXina, 
E.  brunnetti,  E.  mivati,  and  E. 
maxima. 

ib)  Limitations.  Do  not  feed  to 
laying  chickens;  feed  continuously  as 
the  sole  ration;  withdraw  72  hours 
before  slaughter;  as  monensin  or  mon¬ 
ensin  sodium. 

(ii)  Amount  per  ton.  Monensin,  90- 
110  grams,  plus  roxarsone,  45,4  grams 
(0.005  percent). 

(a)  Indications  for  use.  Growth  pro¬ 
motion  and  feed  efficiency,  improving 


pigmentation;  as  an  aid  in  the  preven¬ 
tion  of  coccidiosis  caused  by  E.  neca¬ 
trix,  E.  tenella,  E.  acervulina,  E.  bran- 
etti,  E.  mivati  and  E.  maxima. 

ib)  Limitations.  Do  not  feed  to 
laying  chickens;  feed  continuously  as 
the  sole  ration;  withdraw  5  days  before 
slaughter;  as  sole  source  of  organic  ar¬ 
senic;  as  monensin  or  monensin 
sodium. 

(iii)  Amount  per  ton.  Monensin,  90- 
110  grams  plus  bacitracin,  5-10  grams. 

(a)  Indications  for  use.  For  in¬ 
creased  rate  of  weight  gain  and  im¬ 
proved  feed  efficiency;  as  an  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
necatrix,  E.  tenella,  E.  Acervulina,  E. 
brunctti,  E.  mivati,  and  E.  maxima. 

ib)  Limitations.  Do  not  feed  to 
laying  chickens;  feed  continuously  as 
sole  ration;  withdraw  72  hours  before 
slaughter;  as  bacitracin  methylene  dis¬ 
alicylate  provided  by  No.  046573  in 
§  510.600(c)  of  this  chapter;  as  monen¬ 
sin  sodium. 

(iv)  Amount  per  ton.  Monensin.  90- 
110  grams  plus  bacitracin.  10  grams. 

ia)  Indications  for  use.  For  in¬ 
creased  rate  of  weight  gain  and  im¬ 
proved  feed  efficiency;  as  an  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
necatrix.  E.  tenella,  E.  acervulina,  E. 
brunetti,  E.  mivati,  and  E.  maxima.. 

ib)  Limitations.  Do  not  feed  to 
laying  chickens;  feed  continuously  as 
sole  ration;  withdraw  72  hours  before 
slaughter;  as  zinc  bacitracin  provided 
by  No.  012769  in  §  510.600(c)  of  this 
chapter;  as  monensin  sodium. 

(V)  Amount  per  ton.  Monensin,  90- 
110  grams  plus  bacitracin,  10-30 
grams. 

ia)  Indications  for  use.  For  improved 
feed  efficiency;  as  an  aid  in  the  pre¬ 
vention  of  coccidiosis  caused  by  E.  ne¬ 
catrix,  E.  tenella,  E.  acervulina,  E. 
brunetti,  E.  mivati,  and  E.  maxima. 

ib)  Limitations.  Do  not  feed  to 
laying  chickens;  feed  continuously  as 
sole  ration;  withdraw  72  hours  before 
slaughter;  as  zinc  bacitracin  provided 
by  No.  012769  in  §  510.600(c)  of  this 
chapter;  as  monensin  sodium. 

(vi)  Amount  per  ton.  Monensin.  90  to 
110  grams  plus  bambermycins,  1  gram. 
See§558.95(e)(l)(vi). 

(vii)  Amount  per  ton.  Monensin,  90 
to  110  grams  plus  bambermycins,  1 
gram  plus  roxarsone,  22.7  to  45.4 
grams  (.0025  to  .005  percent).  See 
§558.95(e)(l)(vii). 

(viii)  Amount  per  ton..  Monensin.  90 
to  110  grams  plus  oxytetracycline,  200 
grams. 

ia)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
Eimeria  necatrix,  E.  tenella,  E.  acervu¬ 
lina,  E.  brunetti,  E.  mivati,  and  E. 
maxima:  and  for  the  control  of  compli¬ 
cated  chronic  respiratory  disease 
iCRD  or  air  sac  infection)  caused  by 
Mycoplasma  gallisepticum  and  Escher¬ 
ichia  coli. 

ib)  Limitations.  Withdraw  72  hours 
before  slaughter;  do  not  feed  to  laying 


chickens;  feed  continuously  as  sole 
ration;  as  monensin  sodium. 

(ix)  Amount  per  ton.  Monensin.  90- 
110  grams  plus  lincomycin,  2  grams. 

(a)  Indications  for  use.  For  increase 
in  rate  of  weight  gain  and  improved 
feed  efficiency;  as  an  aid  in  the  pre¬ 
vention  of  coccidiosis  caused  by  E.  ne¬ 
catrix,  E.  tenella,  E.  acervulina,  E. 
brunetti,  E.  mivati,  and  E.  maxima. 

ib)  Limitations.  Do  not  feed  to 
laying  chickens;  to  be  fed  as  a  sole 
ration,  withdraw  72  hours  before 
slaughter;  as  monensin  sodium. 

(X)  Amount  per  ton.  Monensin,  90- 
110  grams  plus  lincomycin,  2  grams 
and  roxarsone,  15-45  grams. 

ia)  Indications  for  use.  For  increase 
in  rate  of  weight  gain;  as  an  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
necatrix,  E.  tenella,  E.  acervulina,  E. 
brunetti,  E.  mivati,  and  E.  maxima. 

ib)  Limitations.  Do  not  feed  to 
laying  chickens;  feed  continuously  as 
the  sole  ration;  withdraw  5  days  before 
slaughter;  as  sole  source  of  organic  ar¬ 
senic;  as  roxarsone  provided  by  No. 
017210  in  §  510.600(c)  of  this  chapter; 
as  monensin  sodium  provided  by  No. 
000986,  §  510.600(c)  of  this  chapter;  as 
lincomycin  provided  by  No.  000009, 

§  510.600(c)  of  this  chapter;  as  a  combi¬ 
nation  provided  by  No.  000009, 

§  510.600(c)  of  this  chapter. 

(xi)  Amount  per  ton.  Monensin.  90  to 
110  grams,  plus  lincomycin,  2  grams 
and  roxarsone,  15  to  30  grams. 

ia)  Indications  for  use.  For  increase 
in  rate  of  weight  gain,  improved  feed 
efficiency,  improved  pigmentation, 
and  as  an  aid  in  the  prevention  of  coc¬ 
cidiosis  caused  by  E.  necatrix,  E.  ten¬ 
ella.,  E.  acervulina,  E.  brunetti  E. 
mivati  and  E.  maxima.. 

ib)  Limitations.  Do  not  feed  to 
laying  chickens;  feed  continuously  as 
the  sole  ration;  withdraw  5  days  before 
slaughter,  as  sole  source  of  organic  ar¬ 
senic;  as  roxarsone  provided  by  No. 
017210  in  §  510.600(c)  of  this  chapter; 
as  monensin  sodium  provided  by  No. 
000986  in  §  510.600(c)  of  this  chapter; 
as  lincomycin  provided  by  No.  000009 
in  §  510.600(c)  of  this  chapter;  as  a 
combination  provided  by  No.  000009  in 
§  510.600(c)  of  this  chapter. 

(2)  [Reserved] 

(3)  Cattle — (i)  Amount  per  ton.  Mon¬ 
ensin,  5-30  gnrams. 

(ii)  Indications  for  use.  Improved 
feed  efficiency. 

(iii)  Limitations.  Feed  only  to  cattle 
being  fed  in  confinement  for  slaugh¬ 
ter;  feed  continuously  in  a  Type  D 
medicated  feed  article  at  the  rate  of 
not  less  than  50  nor  more  than  360 
milligrams  per  head  per  day.  as  mon¬ 
ensin  sodium;  do  not  allow  horses  or 
other  equines  access  to  formulations 
containing  monensin  (ingestion  of 
monensin  by  equines  has  been  fatal). 

(4)  Replacement  chickens  intended 
for  use  as  cage  layers — (i)  Amount  per 
ton.  Monensin.  90  to  110  grams. 
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(ii)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
E.  necatrix,  E.  tenella,  E.  acervulina, 
E.  brunetti  E.  mivati,  and  E.  maxima. 

(iii)  Limitations.  Do  not  feed  to 
laying  chickens;  feed  continuously  as 
sole  ration;  withdraw  72  hours  before 
slaughter;  as  monensin  sodium;  do  not 
feed  to  chickens  over  16  weeks  of  age. 

§  558.365  Nequinate. 

(a)  Chemical  name.  Methyl  7-(ben- 
zyloxy)  -  6  -  butyl  -  1,4  dihydro  -  4  - 
0X0-  3-quinoline  carboxylate. 

(b)  Approvals.  (1)  Type  A  medicated 
feed  article:  4  percent  nequinate  to  No. 
000046  in  §  510.600(c)  of  this  chapter. 

(2)  Type  A  medicated  feed  article:  4 
percent  nequinate  to  No.  017800  in 
§  510.600(c)  of  this  chapter. 

(c)  Assay  limits.  Type  D  medicated 
feed  article:  80  to  120  percent  of  la¬ 
beled  amount  of  nequinate. 

(d)  Related  tolerances.  See  §556.440 
of  this  chapter. 

(e)  Special  considerations.  Do  not 
use  in  Type  B,  C,  or  D  articles  contain¬ 
ing  bentonite. 

(f)  Conditions  of  use.  It  is  used  as 
follows: 

(1)  Broiler  or  fryer  chickens— (.i) 
Amount  per  ton.  Nequinate,  18.16 
grams. 

(a)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  necatrix,  E.  acervulina,  E. 
maxima,  E.  brunetti,  and  E.  mivati. 

(b)  Limitations.  Feed  continuously 
as  the  sole  ration. 

(ii)  Amount  per  ton.  Nequinate,  18.16 
grams  (0.002  percent)  plus  roxarsone, 
45.4  grams  (0.005  percent). 

(a)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  necatrix,  E.  acervulina,  E. 
brunetti,  and  E.  mivati;  growth  pro¬ 
motion  and  feed  efficiency;  for  im¬ 
proving  pigmentation. 

(b)  Limitations.  Feed  continuously 
as  sole  ration  throughout  the  starting 
period;  withdraw  5  days  before  slaugh¬ 
ter;  as  sole  source  of  organic  arsenic. 

(iii)  Amount  per  ton.  Nequinate, 
18.16  grams  (.0.002  percent)  plus  oxy te¬ 
tracycline,  200  grams. 

(a)  Indications  for  use.  For  control 
of  complicated  chronic  respiratory  dis¬ 
ease  (air-sac  infection),  infectious  ssni- 
ovitis,  and  treatment  of  blue  comb 
(nonspecific  infectious  enteritis). 

(b)  Limitations.  As  monoalkyl 
(Cg-Cis)  trimethylammonium  oxyte- 
tracycline  as  provided  by  No.  000069  in 
§  510.600(c)  of  this  chapter. 

(2)  Roaster  chickens  or  replacement 
chickens  for  caged  layers— (i)  Amount 
per  ton.  Nequinate,  18.16  grams  (0.002 
percent). 

(ii)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella.,  E.  necatrix,  E.  acervulina,  E. 
maxima,  E.  brunetti,  and  E.  mivati. 

(iii)  Limitations.  Peed  continuously 
as  the  sole  ration;  do  not  feed  to  chick¬ 
ens  over  16  weeks  of  age. 


§  558.366  Nicarbazin. 

(a)  Approvals.  Type  A  medicated 
feed  article:  25  percent  of  nicarbazin 
granted  to  No.  0()0006  in  §  510.600(c)  of 
this  chapter. 

(b)  Assay  limits.  Type  D  medicated 
feed  article:  80  to  120  percent  of  la¬ 
beled  amount. 

(c)  Related  tolerances.  See  §556.445 
of  this  chapter. 

(d)  [Reserved] 

(e)  Conditions  of  use.  It  is  used  in 
chicken  feed  as  follows: 

(1)  Amount  per  ton.  113.5  grams 
(0.0125  percent).* 

(2)  Indications  for  use.  As  an  aid  in 
preventing  outbreaks  of  cecal  (Ei- 
meria  tenella)  and  intestinal  (E.  acer¬ 
vulina,  E.  maxima,  E.  necatrix,  and  E. 
brunetti)  coccidiosis.* 

(3)  Limitations.  Peed  continuously 
as  the  sole  ration  in  a  complete  feed 
from  the  time  chicks  are  placed  on 
litter  until  past  the  time  when  cocci¬ 
diosis  is  ordinarily  a  hazard:  do  not  use 
as  a  treatment  for  outbreaks  of  cocci¬ 
diosis;  do  not  use  in  flushing  mashes; 
do  not  feed  to  laying  hens;  withdraw  4 
days  before  slaughter. 

§  558.367  Niclosamide. 

(a)  Approvals.  Type  A  medicated 
feed  article;  66  percent  to  No.  000859 
in  §  510.600(c)  of  this  chapter. 

(b)  Assay  limits.  Type  D  medicated 
feed  article:  80  to  120  percent  of  la¬ 
beled  amount. 

(c)  Conditions  of  use.  It  is  used  for 
laboratory  mice  as  follows: 

(1)  Amount  per  ton.  6.6  pounds 
(0.033  percent). 

(2)  Indications  for  use.  Control  of 
the  mouse  tapeworm  Hymenolepis 
nano. 

(3)  Limitations.  Feed  daily  for  7  con¬ 
secutive  days.  Do  not  administer  other 
drugs  during  treatment.  If  reinfection 
occurs,  treatment  may  be  repeated 
after  30  days.  Do  not  feed  to  sick  or 
debilitated  animals  or  animals  under 
severe  stress.  Consult  your  veterinar¬ 
ian  for  assistance  in  the  diagnosis, 
treatment,  and  control  of  parasitism. 
When  mixed  according  to  directions 
and  fed  free  choice,  the  Type  D  article 
will  provide  a  daily  dose  of  500  milM- 
grams  per  kilogram  of  body  weight. 

§  558.370  Nitrofurazone. 

(a)  [Reserved] 

(b)  Assay  limits.  Type  D  medicated 
feed  article:  80  to  125  percent  of  la¬ 
beled  amoimt. 

(c)  Special  considerations.  Type  D 
medicated  feed  articles  containing  ni¬ 
trofurazone  as  the  sole  drug  are  not 
required  to  comply  with  the  provisions 
of  section  512(m)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act. 


*  These  claims  are  NAS/NRC  reviewed  and 
are  deemed  effective.  Applications  for  these 
uses  need  not  include  the  effectiveness  data 
specified  by  §514.111  of  this  chapter. 


(d)  Conditions  of  use.  It  is  used  in 
Type  D  medicated  feed  articles  for 
mink  as  follows; 

(1)  Amount  per  ton.  100  to  200  grams 
(0.011  to  0.022  percent). 

(1)  Indications  for  use.  Treatment  of 
gray  diarrhea. 

(ii)  Limitations.  Feed  100  grams  per 
ton  for  3  days,  then  200  grams  per  ton 
for  21  days  (amount  of  active  ingredi¬ 
ent  calculated  on  Type  D  article 
before  water  added);  do  not  repeat 
treatment.  Discard  unused  mixed 
Type  D  article  every  24  hours. 

(2)  Amount  per  ton.  100  grams  (0.011 
percent). 

(i)  Indications  for  use.  Control  of 
gray  diarrhea. 

(ii)  Limitations.  Feed  continuously 
during  susceptible  period,  not  to 
exceed  90  days  (amount  of  active  in¬ 
gredient  calculated  on  Type  D  article 
before  water  added).  Discard  unused 
mixed  Type  D  article  every  24  hours. 

§  558.376  Nitromide  and  sulfanitran. 

(a)  [Reserved] 

(b)  Assay  limits.  Type  D  medicated 
feed  article;  nitromide,  80  to  120  per¬ 
cent  of  labeled  amoxuit;  sulfanitran,  75 
to  125  percent  of  labeled  amount. 

(c)  [Reserved] 

(d)  Related  tolerances.  See  §§  556.220 
and  556.680  of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  in 
Type  D  medicated  feed  articles  for 
chickens  as  follows: 

(1)  Amount  227  grams  per  ton  nitro¬ 
mide  (0.025  percent)  and  272  grams 
per  ton  sulfanitran  (003  percent). 

(1)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
Eimeria  tenella,  E.  necatrix,  and  E. 
acervulina. 

(ii)  Limitations.  Not  to  be  fed  to 
laying  chickens;  withdraw  5  days 
before  slaughter;  from  Type  A  articles 
containing  not  more  than  25  percent 
nitromide  and  30  percent  sulfanitran. 

(2)  Amount.  227  grams  per  ton  nitro¬ 
mide  (0.025  percent)  and  272  grams 
per  ton  sulfanitran  (0.03  percent),  plus 
45.4  grams  per  ton  roxarsone  (0.005 
percent). 

(i)  Indications  for  use.  Prevention  of 
coccidiosis  caused  by  Eimeria  Tenella., 
E.  Necatrix,  and  E.  acervulina;  growth 
promotion  and  feed  efficiency;  improv¬ 
ing  pigmentation. 

(ii)  Limitations.  Not  to  be  fed  to 
laying  chickens;  withdraw  5  days 
before  slaughter;  from  Type  A  articles 
containing  not  more  than  25  percent 
nitromide,  30  percent  sulfanitran,  and 
5  percent  roxarsone;  as  sole  source  of 
organic  arsenic 

§  558.415  Novobiocin. 

(a)  Specifications.  Novobiocin  is  the 
antibiotic  substance  produced  by 
growth  of  Streptomyces  niveus  or  the 
same  antibiotic  substance  produced  by 
any  other  means. 

(b)  Approvals.  Type  A  medicated 
feed  article:  25  grams  of  novobiocin  ac- 
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tivity  per  pound  to  No.  000009  in 
§  510.600(c)  of  this  chapter. 

(c)  Assay  limits.  Type  D  medicated 
feed  article:  80  to  120  percent  of  la¬ 
beled  amount. 

(d)  Special  considerations.  Type  D 
medicated  feed  article  conforming  to 
the  requirements  of  this  section  is  not 
required  to  comply  with  the  provisions 
of  section  512(m)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act. 

(e)  Related  tolerances.  See  §556.460 
of  this  chapter. 

(f)  Conditions  of  use.  It  is  used  in 
Type  D  medicated  feed  articles  as  fol¬ 
lows: 

(1)  Chickens— (A)  Amount  Novobio¬ 
cin,  6-7  mgs.  per  lb.  body  weight  per 
day. 

(a)  Indications  for  use.  Aid  in  the 
treatment  of  breast  blisters  associated 
with  staphylococcal  infections  suscep¬ 
tible  to  novobiocin. 

(b)  Limitations.  Administer,  as  sole 
ration.  Type  D  article  which  contains 
not  less  than  200  grams  of  novobiocin 
acitivity  per  ton;  not  for  laying  chick¬ 
ens;  feed  5  to  7  days;  withdraw  4  days 
before  slaughter. 

(ii)  Amount  Novobiocin,  10-14  mgs. 
per  lb.  body  weight  per  day. 

(a)  Indications  for  use.  Treatment  of 
staphylococcal  synovitis  and  general¬ 
ized  staphylococcal  infections  suscepti¬ 
ble  to  novobiocin. 

(b)  Limitations.  Administer,  as  sole 
ration.  Type  D  article  which  contains 
not  less  than  350  grams  of  novobiocin 
activity  per  ton;  not  for  laying  chick¬ 
ens;  feed  5  to  7  days;  withdraw  4  days 
before  slaughter. 

(2)  Turkeys— {i)  Amount  Novobio¬ 
cin,  4-5  mgs.  per  lb.  body  weight  per 
day. 

(a)  Indications  for  use.  Aid  in  the 
treatment  of  breast  blisters  associated 
with  staphylococcal  infections  suscep- 
table  to  novobiocin. 

(b)  Limitations.  Administer,  as  sole 
ration.  Type  D  article  which  contains 
not  less  than  200  grams  of  novobiocin 
activity  per  ton;*  not  for  laying  tur¬ 
keys;  feed  5  to  7  days;  withdraw  4  days 
before  slaughter. 

(ii)  Amount  Novobiocin,  5-8  mgs. 
per  lb.  body  weight  per  day. 

(o)  Indications  for  use.  Aid  in  the 
control  of  recurring  outbreaks  of  fowl 
cholera  caused  by  strains  of  Pasteur- 
ella  multocida  susceptible  to  novobio¬ 
cin  following  initial  treatment  with  7- 
8  mgs.  per  pound  of  body  weight  per 
day. 

(b)  Limitations.  Administer,  as  sole 
ration.  Type  D  article  which  contains 
not  less  than  200  gram.®  of  novobiocin 
activity  per  ton;  feed  5  ^.o  ‘f  days;  not 
for  laying  turkeys;  withdraw  4  days 
before  slaughter. 
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(iii)  Amount  Novobiocin,  7-8  mgs. 
per  lb.  body  per  day. 

(a)  Indications  for  use.  Treatment  of 
staphylococcal  synovitis  and  general¬ 
ized  staphylococcal  infection  suscepti¬ 
ble  to  novobiocin;  treatment  of  acute 
outbreaks  of  fowl  cholera  caused  by 
strains  of  Pasteurella  multocida  sus¬ 
ceptible  to  novobiocin. 

(b)  Limitations.  Administer,  as  sole 
ration.  Type  D  article  which  contains 
not  less  than  350  graips  of  novobiocin 
activity  per  ton;  feed  5  to  7  days;  not 
for  laying  turkeys;  withdraw  4  days 
before  slaughter. 

(3)  Mink—ii)  Amount  20  mgs.  per  lb. 
body  weight  per  day. 

(ii)  Indications  for  use.  For  treat¬ 
ment  of  generalized  infections,  ab¬ 
scesses,  or  urinary  infections  caused 
by  staphylococcal  or  other  novobiocin 
sensitive  organisms. 

(iii)  Limitaions.  Administer,  as  sole 
ration.  Type  D  article  which  contains 
not  less  than  200  grams  of  novobiocin 
activity  per  ton;  feed  for  7  days. 

§558.430  Nystatin. 

(a)  [Reserved] 

(b)  Assay  limits.  Type  D  medicated 
feed  article:  75  to  125  percent  of  la¬ 
beled  amount. 

(c)  Special  considerations.  Type  D 
medicated  feed  articles  containiiig  nys¬ 
tatin  as  the  sole  drug  are  not  required 
to  comply  with  the  provisions  of  sec¬ 
tion  512(m)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act. 

(d)  Related  tolerances.  See  §556.470 
of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  in 
Type  D  medicated  feed  articles  for 
chickens  and  turkeys  as  follows: 

(1)  Amount  50  grams  per  ton. 

(1)  Indications  for  use.  Chickens  and 
turkeys;  aid  in  control  of  crop  mycosis 
and  mycotic  diarrhea  (.Candida  albi¬ 
cans). 

(ii)  Limitations.  Growing  and  laying 
chickens;  growing  turkeys. 

(2)  Amount  100  grams  per  ton. 

(i)  Indications  for  use.  Chickens  and 
turkeys;  treatment  of  crop  mycosis 
and  mycotic  diarrhea  (Candida  albi¬ 
cans). 

(ii)  Limitations.  Growing  and  laying 
chickens;  growing  turkeys;  to  be  fed 
for  7  to  10  days. 

§  558.435  Oleandomycin. 

(a)  Specifications.  It  is  the  antibiotic 
substance  produced  by  the  growth  of 
Streptomyces  antibioticus  or  the  same 
antibiotic  substance  produced  by  any 
other  means,  and  for  the  purpose  of 
this  section  refers  to  oleandomycin  or 
feed  grade  oleandomycin. 

(b)  Approvals.  Type  A  medicated 
feed  article:  5  grams  of  oleandomycin 
activity  per  pound  to  No.  000069  in 
§  510.600(c)  of  this  chapter. 


(c)  Assay  limits.  (1)  Type  D  medicat¬ 
ed  feed  articles  containing  up  to  11.25 
grams  of  oleandomycin  per  ton:  70  to 
130  percent  of  labeled  amoimt  of  prod¬ 
uct. 

(2)  Type  C  medicated  feed  articles 
containing  more  than  11.25  grams  of 
oleandomycin  per  ton:  75  to  125  per¬ 
cent  of  labeled  amount  of  product. 

(d)  Related  tolerances.  See  §556.480 
of  this  chapter. 

(e)  Special  considerations.  (1)  Do 
not  use  bentonite  in  Type  B,  C,  or  D 
medicated  feed  articles  containing 
oleandomycin. 

(2)  Type  C  or  D  medicated  feed  arti¬ 
cles  for  swine  processed  from  other 
Type  C  medicated  feed  articles  that 
contain  not  more  than  225  grams  of 
oleandomycin  per  ton  and  conforming 
to  the  requirements  of  paragraph 

(f)(l)(ii)  of  this  section  are  not  re¬ 
quired  to  comply  with  the  provisions 
of  section  512(m)  of  the  act. 

(f)  Conditions  of  use.  (1)  It  is  used  in 
Type  C  and  D  medicated  feed  articles 
as  follows: 

(1)  Chickens  and  turkeys— (a) 
Amount  per  ton.  Oleandomycin.  1-2 
grams. 

(b)  Indications  for  use.  For  increased 
rate  of  weight  gain  and  improved  feed 
efficiency  for  floor  raised  broiler 
chickens  and  Rowing  turkeys. 

(c)  Limitations.  Not  to  be  used  for 
laying  hens. 

(ii)  Swine— (a)  Amount  per  ton. 
Oleandomycin.  5-11.25  grams. 

(b)  Indications  for  use.  For  increased 
rate  of  weight  gain  and  improved  feed 
efficiency  for  confined  and  pasture 
raised  swine. 

(c)  Limitations.  Not  to  be  used  for 
breeding  swine. 

(2)  [Reserved] 

§  558.450  Oxytetracycline. 

(a)  Approvals.  (1)  Type  A  medicated 
feed  article  equivalent  to  10  and  50 
grams  per  pound  of  oxytetracycline 
hydrochloride  to  No.  000069  in 
§  510.600(c)  of  this  chapter. 

(2)  [Reserved] 

(b)  Assay  limits.  Type  D  medicated 
feed  article:  65  to  135  percent  of  la¬ 
beled  amount. 

(c)  Special  considerations.  (1)  Type 
D  medicated  feed  articles  containing 
oxytetracycline  only  and  conforming 
to  the  requirements  of  tables  1  and  2 
of  paragraph  (e)  of  this  section  are  not 
required  to  comply  with  the  provisions 
of  section  512(m)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act. 

(2)  The  amount  of  oxytetracycline  is 
expressed  in  terms  of  an  equivalent 
amount  of  oxytetracycline  hydrochlo¬ 
ride. 

(d)  Related  tolerances.  See  §556.500 
of  this  chapter, 

(e)  Conditions  of  use.  (D^It  is  used  as 
follows: 
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Table  \.—In  Type  D  medicated  feed  articles  for  chickens  and  turkeys 

Oxytetracycline  Combination  in  grams  Indications  for  use  Limitations  Sponsor 


in  grams  per  ton  per  ton 

(i)  50 .  Chickens  and  turkeys;  during  times  of  stress,  for  As  mono-alkyl  (C>-Cii)  trimethyl  ammonium  oxytetracy- 

prevention  of  diseases  named  in  this  section,  dine, 
caused  by  organisms  susceptible  to  the  named 
levels  of  the  oxytetracycline  salt. 

(ii)  50  to  100 .  1.  Chickens;  prevention  of  blue  comb  (nonspecific  do . . 


infectious  enteritis). 

2.  Chickens  and  turkeys;  prevention  of  early  mor-  For  chicks  (1st  2  weeks  of  life);  for  poults  (1st  4  weeks  of . 

tality  of  chicks  and  poults  due  to  organisms  sus-  life);  as  mono-alkyl  (Ct-Cn)  trimethyl  ammonium  oxy- 

ceptible  to  the  oxytetracycline  salt.  tetracycline. 

3.  Turkeys;  prevention  of  hexamitiasis .  As  mono-alkyl  (C.-Cn)  trimethyl  ammonium  oxytetracy- . 

Cline. 

(iii)  100  to  200 .  1.  Chickens;  prevention  of  complicated  chronic  do . 

respiratory  disease  (air-sac  infection)  and  con¬ 
trol  of  complicated  chronic  respiratory  mortal¬ 
ity  and  severity  during  outbreak;  prevention  of 
fowl  cholera. 

2.  Chickens;  treatment  of  blue  comb  (nonspecific  As  mono-alkyl  (Ct-Cn)  trimethyl  ammonium  oxytetracy- . 

infectious  enteritis);  prevention  of  infectious  dine  in  low-calcium  Type  D  article  containing  0.18  pet 
synovitis;  control  of  complicated  chronic  respira-  to  0.55  pet  dietary  calcium;  not  to  be  fed  continuously 

tory  disease  (air-sac  infection)  by  lowering  mor-  for  more  than  5  d;  low  calcium  Type  D  article  feeds  may 

tality  and  severity  of  disease  during  outbreaks;  be  fed  for  a  total  of  3  to  5  d  periods  through  the  1st  10 

reduction  of  lesion  and  mortality  due  to  organ-  weeks  of  life  with  an  interim  period  of  5  d  between  each 

isms  susceptible  to  oxytetracycline  in  the  pres-  low-calcium  feeding.  Not  to  be  fed  to  laying  chickens, 
ence  of  complicated  chronic  respiratory  disease 
(air-sac  infection). 

3.  Turkeys;  control  of  infectious  sinusitis;  preven-  As  mono-alkyl  (C,-Ci.)  trimethyl  anunonium  oxytetracy- . 

tion  of  infections  synovitis.  dine. 

4.  Turkeys;  control  blue  comb  (nonspecific  infec-  do . 

tions  enteritis,  mud  fever >;  treatment  of  hexami¬ 
tiasis. 

(iv)  200 .  1.  Turkeys;  control  of  infectious  synovitis .  As  mono-alkyl  (C,-Ci.)  trimethyl  ammonium  oxytetracy- . 

dine. 

2.  Chickens;  prevention  of  avian  infectious  hepati-  As  mono-alkyl  (C.-C„)  trimethyl  ammonium  oxytetracy- . 

tis;  prevention  and  control  of  E.  tennella,  cause  dine  in  low-calcium  Type  D  article  containing  0.18  pet 

of  cecal  coccidiosis.  to  0.55  pet  dietary  calcium;  not  to  be  fed  continuously 

for  more  than  5  d;  low-calciiun  Type  D  article  may  be 
fed  for  a  total  of  35-d  periods  through  the  1st  10  weeks 
of  life  with  an  interim  period  of  5  d  between  each  low- 
calcium  feeding.  Not  to  be  fed  to  laying  chickens. 

3.  Chickens;  control  of  infectious  synovitis .  As  mono-alkyl  (Ci-Ci.)  trimethyl  ammonium  oxytetracy- . 

dine. 

4.  Chickens;  control  of  fowl  cholera  during  periods  As  mono-alkyl  (C>-Ci>)  trimethyl  ammonium  oxytetracy- . 

of  outbreaks.  dine;  in  low-calcium  Type  D  article  containing  0.18  pet 

to  0.55  pet  dietary  calcium;  for  2  weeks  from  outbreak 
of  disease,  5  d  of  low  calcium  and  the  remaining  period 
on  normal  calcium;  not  to  be  fed  to  laying  chickens. 

Monensin  90  to  110...  Broiler  chickens;  for  the  control  of  complicated  Withdraw  72  h  before  slaughter;  do  not  feed  to  laying  000069 
chronic  respiratory  disease  (CRD  or  air-sac  in-  chickens;  feed  continuously  as  sole  ration;  as  monensin 
fection)  caused  by  Mycoplasma  gallisepticum  sodium, 
and  Escherichia  coli;  and  as  an  aid  in  the  pre¬ 
vention  of  coccidiosis  caused  by  Eimeria  neca- 
trix,  E.  tennella,  E.  acervtUina,  E.  brunetti,  E. 
mivati,  and  E.  maxima. 

Nequinate  18.16  Broiler  or  fryer  chickens;  as  an  aid  in  prevention  As  mono-aikyi  (Ci-Cn)  trimethyi  ammonium  oxytetracy- . 

(p.002  pet).  of  coccidiosis  caused  by  Eimeria  tenella,  E.  neca-  dine. 

trix,  E.  acervalina,  E.  maxima,  E.  brunetti  and 
E.  mivati.  For  control  of  complicated  chronic 
respiratory  disease  (air-sac  infections)  infectious 
synovitis,  and  treatment  of  blue  comb  (nonspeci¬ 
fic  infections  enteritis). 

(V)  500 .  Broiler  chickens;  as  an  aid  in  the  reduction  of  Feed  for  5  d  as  sole  ration;  treat  at  first  clinical  signs  of  000069 

mortality  due  to  air-sacculitis  (air-sac  infection)  disease;  do  not  feed  to  laying  hens;  withdraw  24  hr  prior 

caused  by  Escherichia  coli  .sensitive  to  oxytetra-  to  slaughter. 

cycline. 


Table  2.— In  Type  D  medicated  feed  articles  for  cattle 


Oxytetracycline  Combination  in 

in  milligrams  per  milligrams  per  head  Indications  for  use  Limitations  Sponsor 

head  per  day  per  day 

75  to  80 .  Beef  cattle;  reduction  of  the  incidence  and  sever-  For  beef  cattle  weighing  over  400  lb;  as  mono-alkyl  (Ci— . 

ity  of  liver  abscesses.  Cn)  trimethyl-ammonium  oxytetracycline. 


Diethylstilbestrol  10.  Fattening  of  beef  cattle;  reduction  of  the  inci-  For  beef  cattle  weighing  over  400  lb;  as  mino-alkyl  (Ci— 
dence  and  severity  of  liver  abscesses.  Cu)  trimethyl-ammonium  oxytetracycline;  feed  in  not 

less  than  1  lb  of  Type  D  article;  withdraw  7  d  before 
slaughter;  do  not  feed  to  breeding  or  dairy  animals. 
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Table  3.— /n  Type  D  medicated  feed  articles  for  fish 


Oxytetracycline  Combination 


Indications  for  use 


Limitations 


Sponsor 


(i)  250  mg  per 
kilogram  of  fish 
per  day  (11.35  g 
per  100  lb  of 
fish  per  day). 

(ii)  2.5  to  3.75  g 
per  100  lb  of 
fish  per  day. 


Pacific  salmon;  for  marking  of  skeletal  tissue. 


1.  Salmonids;  control  of  ulcer  disease  caused  by 
Hemophiltis  piscium,  fumnculosis  caused  by 
Aeromonas  salmonicida,  bacterial  hemorrhagic 
septicemia  caused  by  Aeromonas  liguefaciens, 
and  pseudomonas  disease. 

2.  Catfish;  control  of  bacterial  hemorrhagic  septi¬ 
cemia  caused  by  Aeromonas  liguefaciens  and 
pseudomonas  disease. 


For  salmon  not  over  30  g  body  weight;  administer  as  sole 
ration  for  4  consecutive  days  in  Type  D  article  contain¬ 
ing  oxytetracycline  hydrochloride  or  mono-alkyl  (Ci— 
Cia)  trimethyi-ammonium  oxytetracycline;  fish  not  to 
be  liberated  for  at  least  7  d  following  the  last  adminis¬ 
tration  of  Type  D  article. 

Administer  as  mono-alkyl  (Ca— Cm)  trimethyl  ammonium 
oxytetracycline  in  Type  D  article  for  10  d;  do  not  liber¬ 
ate  fish  or  slaughter  fish  for  food  for  21  d  following  the 
last  administration  of  Type  D  article;  do  not  administer 
when  water  temperature  is  below  9°  C  (4B.2'  F). 

Administer  as  mono-alkyl  (Ca— Cm)  trimethyl  ammonium 
oxytetracycline  in  Type  D  article  for  10  d;  do  not  liber¬ 
ate  fish  or  slaughter  fish  for  food  for  21  d  following  the 
last  administration  of  Type  D  article;  do  hot  administer 
when  water  temperature  is  below  16.7*  C  (62*  F). 


(2)  Oxytetracycline  may  be  used  in 
accordance  with  the  provisions  of  this 
section  in  the  combinations  provided 
as  follows; 

(i)  Robenidine  hydrochloride  in  ac¬ 
cordance  with  §  558.515. 

(ii)  [Reserved] 

§  558.460  Penicillin. 

(a)  Specifications.  As  procaine  peni¬ 


cillin  G  or  feed  grade  procaine  penicil¬ 
lin. 

(b)  [Reserved] 

(c)  Assay  limits.  Type  D  medicated 
feed  articles:  65  to  135  percent  of  la¬ 
beled  amount. 

(d)  Special  considerations.  Type  D 
medicated  feed  articles  containing 
penicillin  and  conforming  to  the  re¬ 
quirements  of  paragraph  (f)(1)  of  this 


section  are  not  required  to  comply 
with  the  provisions  of  section  512(m) 
of  the  Federal  Food,  Drug,  and  Cos¬ 
metic  Act. 

(e)  Related  tolerances.  See  §556.510 
of  this  chapter. 

(f)  Conditions  of  use.  (1)  It  is  used  in 
Type  D  medicated  feed  articles  as  fol¬ 
lows: 


Penicillin  in  Combination  in  grams  Indi(;ations  for  use  Limitations  Sponsor 

grams  per  ton  per  ton 


(i)  1.5  to  42.5. 


(ii)  2.4  to  38.0 


(iii)  2.4  to  50 . 

(iv)  5  to  20 _ 

(V)  10  to  50 . 

(Vi)  22.5  to  50  (of 

the  combi¬ 
nation). 

(vii)  45  to  90  (of 
the  combi¬ 
nation). 

(viii)  50  to  100 _ _ 


(ix)  90  (of  the 
combi-  nation). 


(X)  90  to  180  (of 
the  combi¬ 
nation). 


(xi)  90  to  270  (of 
the  combi¬ 
nation). 

(xii)  100 . 


Streptomycin  7.5  to  Swine;  growth  promotion  and  feed  efficiency .  Feed  not  more  than  50  g  of  type  D  article  containing  at 

48.5.  least  1.5  g  of  penicillin  and  at  least  7.5  g  of  streptomy¬ 
cin;  as  streptomycin  sulfate. 

Streptomycin  12.0  to  Chickens  and  turkeys;  growth  promotion  and  feed  Feed  not  more  than  50  g  of  type  D  article  containing  at 

47.6.  efficiency.  least  2.4  g  of  penicillin  and  at  least  12  g  of  streptomycin; 

as  streptomycin  sulfate. 

.  Chickens,  turkeys,  and  pheasants;  growth  promo-  . 

tion  and  feed  efficiency. 

.  Quail;  growth  promotion  and  feed  efficiency .  Quail,  not  over  5  weeks  of  age . 

.  Swine;  growth  promotion  and  feed  efficiency . 


Streptomycin .  Chickens;  maintaining  or  increasing  egg  produc-  Type  D  article  contains  16.7  pet  of  penicillin;  as  procaine 

tion.  penicillin,  as  streptomycin  sulfate. 

do . : .  Swine;  aid  in  the  prevention  of  bacterial  swine  en-  do . 

teritis. 


Streptomycin. 


do 


do 


1.  Chickens;  prevention  of  chronic  respiratory  dis-  . 

ease  (air-sac  infection),  blue  comb  (nonspecific 

infections  enteritis).  -  - 

2.  Turkeys;  prevention  of  infectious  sinusitis,  blue  . 

comb  (mud  fever). 

1.  Chickens;  prevention  of  early  mortality  c^iused  For  chicks;  in  starter  ration  containing  16.7  pet  of  penicil- . 
by  organisms  susceptible  to  penicillin  and  strep-  lin;  as  procaine  penicillin,  as  streptomycin  sulfate, 
tomycin. 

2.  Swine;  treatment  of  bacterial  swine  enteritis .  Type  D  article  contains  16.7  pet  of  penicillin;  as  procaine  . 

penicillin;  as  streptomycin  sulfate. 

1.  Chickens;  treatment  of  chronic  respiratory  dis-  do . 

ease  (air-sac  infection),  blue  comb  (nonspecific 

infectious  enteritis). 

2.  Turkeys;  treatment  of  infections  sinusitis;  blue  do . 

comb  (mud  fever),  hexamitiasis. 

Swine;  treatment  of  bacterial  swine  enteritis .  Type  D  article  contains  16.7  pet  of  penicillin;  feed  not. 

more  than  14  d;  procaine  penicillin;  as  streptomycin  sul¬ 
fate. 


1.  Chickens;  treatment  of  chronic  respiratory  dis¬ 
ease  (air-sac  infection),  blue  comb  (nonspecific 
enteritis). 

2.  Turkeys;  treatment  of  infectious  sinusitis,  blue 
comb  (mud  fever). 


(2)  Penicillin  may  be  used  in  accor¬ 
dance  with  the  provisions  of  this  sec¬ 
tion  in  the  combinations  provided  as 
follows: 

(i)  Amprolium  in  accordance  with 
§  558.55. 

(ii)  Amprolium  plus  ethopabate  in 
accordance  with  §  558.58. 

(iii)  Bacitracin  methylene  disalicy¬ 
late  in  accordance  with  §  558.76. 

(iv)  Bacitracin  zinc  in  accordance 
with  §  558.78. 

(V)  Buquinolate  in  accordance  with 
§  558.105. 


(vi)  Hygromycin  B  in  accordance 
with  §  558.274. 

(vii)  [Reserved] 

(viii)  Reserpine  in  accordance  with 
§  558.505. 

(ix)  Roxarsone  and  zoalene  in  accor¬ 
dance  with  §  558.680. 

(x)  Zoalene  in  accordance  with 
§  558.680. 

§558.464  Poioxalene. 

(a)  Specifications.  Poioxalene  dry 
Type  A  medicated  feed  article  and  po- 
loxalene  liquid  Type  A  medicated  feed 


article  contain  poioxalene  meeting  the 
specifications  given  in  §520.1840  of 
this  chapter. 

(b)  Approvals.  Dry  Type  A  medicat¬ 
ed  feed  article  of  53  percent  and  liquid 
Type  A  medicated  feed  article  of  99.5 
percent  to  No.  000007  in  §  510.600(c)  of 
this  chapter. 

(c)  Conditions  of  use.  (1)  For  preven¬ 
tion  of  legume  (alfalfa,  clover)  and 
wheat  pasture  bloat  in  cattle. 

(2)  Poioxalene  dry  Type  A  medicat¬ 
ed  feed  article  and  liquid  Type  A  medi¬ 
cated  feed  article  must  be  thoroughly 
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blended  and  evenly  distributed  in  feed 
prior  to  use.  This  may  be  accom¬ 
plished  by  preparing  a  Type  B  medi¬ 
cated  feed  article  prior  to  preparing 
the  Type  D  medicated  feed  article. 
Dosage  is  1  gram  of  poloxalene  per  100 
pounds  of  body  weight  daily  and  con¬ 
tinued  during  exposure  to  bloat  pro¬ 
ducing  conditions.  If  bloating  condi¬ 
tions  are  severe,  the  dose  is  doubled. 
Treatment  should  be  started  2  to  3 
days  before  exposure  to  bloat-produc¬ 
ing  conditions.  Repeat  dosage  if  ani¬ 
mals  are  exposed  to  bloat-producing 
conditions  more  than  12  hours  after 
the  last  treatment.  Do  not  exceed  the 
higher  dosage  levels  in  any  24-hour 
period. 

§  558.46.5  Poloxalene  liquid  Type  C  medi¬ 
cated  feed  article. 

(a)  Specifications.  Poloxalene  liquid 
Type  C  medicated  feed  article  contains 
poloxalene  meeting  the  specifications 
given  in  §  520.1840  of  this  chapter. 

(b)  Approvals.  Type  A  medicated 
feed  article  of  99.5  percent  to  No. 
000007  in  §  510.600(c)  of  this  chapter. 

(c)  Assay  limits.  Poloxalene  liquid 
Type  C  medicated  feed  article:  85  to 
115  percent  of  labeled  amount. 

(d)  Conditions  of  use.  (1)  For  control 
of  legume  (alfalfa,  clover)  a^d  wheat 
pasture  bloat  in  cattle,  use  7.5  grams 
of  poloxalene  per  pound  of  liquid 
Type  C  medicated  feed  article  (1.65 
percent  weight/weight).  Each  animal 
must  consume  0.2  pound  of  Type  C  ar¬ 
ticle  per  100  pounds  of  body  weight 
daily  for  adequate  protection. 

(2)  For  control  of  legxime  (alfalfa, 
clover)  bloat  in  cattle  grazing  of  preb¬ 
loom  legumes,  use  10.00  grams  of  po¬ 
loxalene  per  povmd  of  liquid  Type  C 
article  (2.2  percent  weight /weight). 
Each  animal  must  consume  0.15  pound 
of  Type  C  article  per  100  pounds  of 
body  weight  daily  for  adequate  protec¬ 
tion.  If  consumption  exceeds  0.2 
pound  of  Type  C  article  per  100 
pounds  of  body  weight  daily,  cattle 
should  be  changed  to  a  Type  C  article 
containing  7.5  grams  of  poloxalene  per 
pound. 

(3)  Poloxalene  liquid  Type  A  article 
must  be  thoroughly  blended  and 
evenly  distributed  into  a  liquid  Type  C 
article  and  offered  to  cattle  in  a  cov¬ 
ered  liquid  Type  C  article  feeder  with 
lick  wheels.  The  formula  for  the  liquid 
Type  C  article,  on  a  weight/weight 
basis,  is  as  follows:  Ammonium  poly¬ 
phosphate  2.66  percent,  phosphoric 
acid  (75  percent)  3.37  percent,  sulfuric 
acid  1.00  percent,  water  10.00  percent, 
and  molasses  sufficient  to  make  100.00 
percent,  vitamins  A  and  D  and/or 
trace  minerals  may  be  added.  One 
free-turning  lick  wheel  per  25  head  of 
cattle  must  be  provided. 

(4)  The  medicated  liquid  Type  C  ar¬ 
ticle  must  be  introduced  at  least  2  to  5 
days  before  legume  consumption  to  ac¬ 
custom  the  cattle  to  the  medicated 


liquid  Type  C  article  and  to  lick  wheel 
feedings.  If  the  medicated  feeding  is 
interrupted,  this  2-  to  5-day  introduc¬ 
tory  feeding  should  be  repeated. 

§  558.485  Pyrantel  tartrate. 

(a)  Approvals.  (1)  Type  A  medicated 
feed  articles:  10.6  and  17.6  percent  (48 
and  80  grams  per  pound)  to  No.  000069 
in  21  CFR  510.600(c). 

(2)  Type  A  medicated  feed  articles: 
10.6  percent  (48  grams  per  pound)  to 
No.  017800  in  21  CFR  510.600(c). 

(b)  Assay  limits.  Type  D  medicated 
feed  article:  88  to  118  percent  of  la¬ 
beled  amount. 

(c)  Related  tolerances.  See  §  556.560 
of  this  chapter. 

(d)  Special  considerations.  (1)  Con¬ 
sult  veterinarian  before  using  in  se¬ 
verely  debilitated  animals. 

(2)  The  manufacture  of  Type  D 
medicated  feed  articles  processed  from 
Type  C  medicated  feed  articles  does 
not  require  compliance  with  the  provi¬ 
sions  of  section  512(m)  of  the  act  when 
they  contain: 

(i)  Not  more  than  0.106  percent  (960 
grams/ton)  pyrantel  tartrate  and  used 
as  provided  in  paragraph  (e)  (1)  or  (2) 
of  this  section. 

(ii)  Not  more  than  0.106  percent  (960 
grams/ton)  pyrantel  tartrate  with  not 
more  than  0.055  percent  (500  grams/ 
ton)  carbadox  when  produced  from  a 
fixed  combination  Type  C  medicated 
feed  article  or  from  individual  Type  C 
articles  and  used  as  provided  in  para¬ 
graph  (e)(4)  of  this  section. 

(3)  Do  not  mix  in  Type  B,  C,  or  D 
medicated  feed  articles  containing 
bentonite. 

(4)  Type  D  articles  processed  from 
Type  C  articles  that  contain  not  more 
than  0.881  percent  of  pyrantel  tartrate 
and  that  comply  with  the  provisions  of 
paragraph  (e)(3)  of  this  section  are  not 
required  to  comply  with  the  provisions 
of  section  512(m)  of  the  act. 

(5)  Complete  feeds  processed  from 
feed  premixes  that  contain  not  more 
than  17.6  percent  (80  grams  per 
pound)  pyrantel  tartrate  and  comply 
with  the  provisions  of  paragraph 

(e)(1),  (2),  or  (3)  or  this  section  are  not 
required  to  comply  with  the  provisions 
of  section  512(m)  of  the  act. 

(e)  Conditions  of  use.  It  is  used  in 
Type  D  medicated  feed  articles  for 
swine  as  follows: 

(1)  Amount  per  ton.  96  grams  (0.0106 
percent). 

(1)  Indications  for  use.  Aid  in  the 
prevention  of  migration  and  establish¬ 
ment  of  large  roundworm  (.Ascaris 
suum)  infections;  aid  in  the  prevention 
of  establishment  of  nodular  worm  (Oe- 
sophagostomum)  infections. 

(ii)  Limitations.  Feed  continuously 
as  sole  ration;  withdraw  24  hours  prior 
to  slaughter. 

(2)  Amount  per  ton.  96  grams  (0.0106 
percent). 

(i)  Indications  for  use.  For  the  re¬ 
moval  and  control  of  large  roundworm 
(Ascaris  suum)  infections. 


(ii)  Limitations.  Feed  for  3  days  as 
sole  ration;  withdraw  24  hours  prior  to 
slaughter. 

(3)  Amount  per  ton.  800  grams 
(0.0881  percent). 

(i)  Indications  for  use.  For  the  re¬ 
moval  and  control  of  large  roundworm 
iAscaris  suum)  and  nodular  worm  (Oe- 
sophagostomum)  infections. 

(ii)  Limitations.  As  a  single  thera¬ 
peutic  treatment  in  Type  D  article; 
feed  at^  the  rate  of  1  lb.  of  Type  D  arti¬ 
cle  per  40  lb.  of  body  weight  for  ani¬ 
mals  up  to  200  lb.  and  5  lb.  of  Type  D 
article  per  head  for  animals  200  lb.  or 
over;  withdraw  24  hours  prior  to 
slaughter. 

(4)  Amount  per  ton.  Pyrantel  tar¬ 
trate,  96  grams  (0.0106  percent)  and 
carbadox,  50  grams  (0.0055  percent). 

(i)  Indications  for  use.  For  control  of 
swine  dysentery  (vibrionic  dysentery, 
bloody  scours  or  hemorrhage  .dysen¬ 
tery);  control  of  bacterial  swine  enter¬ 
itis  (salmonellosis  or  necrotic  enteritis 
caused  by  Salmonella  choleraesuisY, 
aid  in  the  prevention  of  migration  and 
establishment  of  large  roundworm  (As¬ 
caris  suum)  infections,  aid  in  the  pre¬ 
vention  of  establishment  of  nodular 
worm  iOesophagostorrium)  infections. 

(ii)  Limitations.  Do  not  feed  to 
swine  weighing  over  75  pounds;  do  not 
feed  within  10  weeks  of  slaughter;  con¬ 
sult  a  veterinarian  before  feeding  to 
severely  debilitated  animals;  feed  con¬ 
tinuously  as  sole  ration.  Do  not  use  in 
Type  D  medicated  feed  articles  con¬ 
taining  less  than  15  percent,  crude  pro¬ 
tein. 

§  558.505  Reserpine. 

'  Oa)  Chemical  name.  3,4,5-Trimethox- 
ybenzoyl  methyl  reserpate. 

(b)  Specifications.  For  the  purpose 
of  this  section,  the  term  reserpine 
refers  to  reserpine  or  feed  grade  reser¬ 
pine;  assay  94-102  percent  (anhydrous 
basis). 

(c)  Approvals.  Type  A  medicated 
feed  article:  0.08  percent  to  No.  000003 
in  §  510.600(c)  of  this  chapter. 

(d)  Assay  limits.  Type  D  medicated 
feed  article:  80  to  120  percent  of  la¬ 
beled  amount. 

(e)  [Reserved] 

(f )  Related  tolerances.  See  §  556.570 
of  this  chapter. 

(g)  Conditions  of  use.  It  is  used  in 
Type  D  medicated  feed  articles  for 
turkeys  as  follows: 

(1)  Amount  per  ton.  Reserpine,  0.182 
gram  (0.00002  percent). 

(1)  Indications  for  use.  To  aid  in  the 
prevention  of  aortic  rupture. 

(ii)  Limitations.  For  turkeys  over  4 
weeks  of  age. 

(2) -(4)  [Reserved] 

(5)  Amount  per  ton.  Reserpine,  0.908 
gram  (0.0001  percent). 

(i)  Indications  for  use.  To  lessen  the 
incidence  or  aortic  rupture. 

(ii)  Limitations.  For  turkeys  over  4 
weeks  of  age;  feed  not  to  exceed  5 
days. 


FEDERAL  REGISTER,  VOL.  43,  NO.  11— TUESDAY,  JANUARY  17,  1978 


2560 

§  558.515  Robenidine  hydrochloride. 

(a)  Chemical  name.  1,3-Bis(para- 
chloro  -  benzylideneamino)  -  guani¬ 
dine  hydrochloride. 

(b)  Approvals.  Type  A  medicated 
feed  article:  30  grains  per  pound  has 
been  granted  to  No.  010042  in 
§  510.600(c)  of  this  chapter. 

(c)  Assay  limits.  Type  D  medicated 
feed  article:  80  to  120  percent  of  la¬ 
beled  amount.  Type  A  medicated  feed 
article:  95  to  115  percent  of  labeled 
amount. 

(d)  Special  considerations.  Type  D 
medicated  feed  articles  containing  ro¬ 
benidine  hydrochloride  must  be  fed 
within  50  days  from  the  date  of  manu¬ 
facture.  Do  not  use  in  Type  B,  C.  or  D 
articles  containing  bentonite. 

(e)  Related  tolerances  in  edible  prod¬ 
ucts.  See  §  556.580  of  this  chapter, 

(f)  Conditions  of  use.  It  is  used  in 
Type  D  medicated  feed  articles  for 
chickens  as  follows: 

(1)  For  boiler  and  fryer  chickens— ii) 
Amount  per  ton.  Robenidine  hydro¬ 
chloride,  30  grams  (0.0033  percent). 

(o)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
E.  mivati,  E.  brunette,  E.  tenella,  E. 
acervulina,  E.  maxima,  and  E.  neca- 
trix. 

(b)  Limitations.  Do  not  feed  to 
layers;  feed  continuously  as  the  sole 
ration;  withdraw  5  days  prior  to 
slaughter. 

(ii)  Amount  per  ton.  Robenidine  hy¬ 
drochloride,  30  grams  (0.0033  percent) 
plus  roxarsone,  22.5-45.4  grams  (.005 
percent). 

(а)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
E.  mivati,  E.  brunetti,  E.  tenella,  E. 
acervulina,  E.  maxima,  and  E.  neca- 
tfix  and  increased  rate  of  weight  gain. 

(б)  Limitations.  Do  not  feed  to 
layers;  feed  continuously  as  the  sole 
ration;  withdrav/  5  days  prior  to 
slaughter;  as  sole  source  of  organic  ar¬ 
senic.  Roxarsone  provided  by  No. 
017210,  §  510.600(c)  of  this  chapter. 

(iii)  amount  per  ton.  Robenidine  hy- 
drocholride,  30  grams  (0.0033  percent) 
plus  chlortetracycline,  100  grams. 

(o)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
E.  mivati,  E.  brunetti,  E.  tenella,  E. 
acervulina,  E.  maxima.,  and  E.  neca- 
trix;  as  an  aid  in  the  control  of  chronic 
respiratory  disease  (CRD)  caused  by 
M,  gallisepticum  susceptible  to  chlor¬ 
tetracycline;  as  an  aid  in  the  control  of 
infectious  synovitis  caused  by  M.  syno- 
viae  susceptible  to  chlortetracycline. 

(6)  Limitations.  For  broiler  or  fryer 
chickens  only;  withdraw  5  days  prior 
to  slaughter;  do  not  feed  to  layers, 
feed  continuously  as  sole  ration;  as 
chlortetracycline  hydrochloride  pro¬ 
vided  by  No.  010042,  §510.600(0  of 
this  chapter. 

(iv)  Amount  per  ton.  Robenidine  hy¬ 
drochloride,  30  grams  (0.0033  percent) 
plus  chlortetracycline,  200  grams. 
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(а)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
E.  mivati,  E.  brunetti,  E.  tenella,  E. 
acervulina,  E.  maxima,  and  E.  neca- 
trix;  as  an  aid  in  the  treatment  of  in¬ 
fectious  synovitis  caused  by  M.  syno- 
viae  suscpetible  to  chlortetracycline: 
as  an  aid  in  the  control  of  chronic  res¬ 
piratory  disease  tCRD)  caused  by  M. 
gallisepticum  susceptible  to  chlorte¬ 
tracycline. 

(б)  Limitations.  Withdraw  5  days 
prior  to  slaughter;  do  not  feed  to 
layers;  feed  continuously  as  sole 
ration;  as  chlortetracycline  hydrochlo¬ 
ride  provided  by  No.  010042, 
§  510.600(c)  of  this  chapter. 

(V)  Amount  per  ton,  Robenidine  hy¬ 
drochloride,  30  grams  (0.0033  percent) 
plus  chlortetracycline,  500  grams. 

(а)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
E.  mivati,  E.  brunetti,  E.  tenella,  E. 
acervulina,  E.  maxima,  and  E.  neca- 
trix;  as  an  aid  in  the  reduction  of  mor¬ 
tality  due  to  E.  coli  susceptible  to 
chlortetracycline. 

(б)  Limitations.  Withdraw  5  days 
prior  to  slaughter;  do  not  feed  to 
layers;  not  to  be  fed  continuously  for 
more  than  5  days;  as  chlortetracycline 
hydrochloride  provided  by  No.  010042, 
§  510.600(c)  of  this  chapter. 

(vi)  Amount  per  ton,  Robenidine  hy¬ 
drochloride,  30  grams  (.0033  percent) 
plus  bacitracin,  4  to  50  grams  (as  zinc 
bacitracin). 

(a)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
E.  mivati,  E.  brunetti,  E.  tenella,  E. 
acervulina,  E.  maxima,  and  E.  neca- 
trix  and,  in  the  presence  of  4  to  30 
grams  per  ton  of  bacitracin,  for  in¬ 
creased  rate  of  weight  gain;  in  the 
presence  of  27  to  50  grams  per  ton  of 
bacitracin,  for  improved  feed  efficien¬ 
cy. 

(b)  Limitations.  Peed  continuously 
as  sole  ration;  do  not  feed  to  laying 
chickens;  withdraw  5  days  prior  to 
slaughter;  as  zinc  bacitracin  provided 
by  No.  012769  in  §  510.600(c)  of  this 
chapter, 

(vii)  Amount  per  ton.  Robenidine  hy¬ 
drochloride,  30  grams  (.0033  percent) 
plus  bacitracin,  4  to  50  grams  (as  bac- 
tracin  methylene  disalicylate). 

(a)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
E.  mivati,  E.  brunetti,  E.  tenella,  E. 
acervulina,  E.  maxima,  and  E.  neca- 
trix,  and:  in  the  presence  of  4  to  30 
grams  per  ton  of  bacitracin,  for  in¬ 
creased  rate  of  weight  gain;  in  the 
presence  of  27  to  50  grams  per  ton  of 
bacitracin,  for  improved  feed  efficien¬ 
cy. 

(b)  Limitations.  Feed  continuously 
as  sole  ration;  do  not  feed  to  laying 
chickens;  withdraw  5  days  prior  to 
slaughter;  as  bacitracin  methylene  dis¬ 
alicylate  provided  by  No.  046573  in 
§  510.600(c)  of  this  chapter. 

(viii)  Amount  per  ton.  Robenidine 
hydrochloride,  30  grams  (0.0033  per¬ 
cent)  plus  lincomycin,  2  grams. 


(a)  Indications  for  use.  For  increase 
in  rate  of  weight  gain  and  improved 
feed  efficiency  and  as  an  aid  in  preven¬ 
tion  of  coccidiosis  caused  by  E.  mivati, 
E.  brunetti,  E.  tenella,  E.  acervulina, 
E.  maxima,  and  E.  necatrix. 

(b)  Limitations.  Do  not  feed  to 
laying  hens;  feed  continuously  as  the 
sole  ration;  withdraw  5  days  before 
slaughter;  lincomycin  as  provided  by 
No.  000009,  §510.600(0  of  this  chap¬ 
ter;  approval  for  this  combination 
granted  to  No.  000009,  §510.600(0  of 
this  chapter. 

(2)  For  broiler  chickens— (.i)  Amount 
per  ton.  Robenidine  hydrochloride,  30 
grams  (0.0033  percent)  plus  oxytetra- 
cycline,  200  grams. 

(ii)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
eimeria  mivati,  E.  brunetti,  E.  tenella, 
E.  acervulina,  E.  maxima,  and  E.  neca¬ 
trix:  for  the  control  of  complicated 
chronic  respiratory  disease  (CRD  or 
airsac  infection)  caused  by  Myco¬ 
plasma  gallisepticum  and  Escherichia 
coli. 

(iii)  Limitations.  Do  not  feed  to 
laying  chickens;  feed  continuously  as 
sole  ration;  withdraw  5  days  before 
slaughter;  do  not  use  in  Type  B,  C,  or 
D  articles  containing  bentonite;  Type 
C  or  D  articles  must  be  used  within  50 
days  of  date  of  manufacture;  oxytetra- 
cycline  as  provided  by  No.  000069  of 
this  chapter. 

§  558.525  Ronnel. 

(a)  Chemical  name.  0,0-Dimethyl  O- 
( 2.4,5-trichlorophenyl)  phosphoroth- 
ioate. 

(b)  Approvals.  (1)  Tsrpe  A  medicated 
feed  article;  18  and  40  percent  to  No. 
025700  in  §  510.600(c)  of  this  chapter. 

(2)  Tjrpe  C  medicated  feed  article: 
5.5  percent  in  mineral  mix  to  No. 
021930  in  §  510.600(c)  of  this  chapter. 

(c)  Assay  limits.  Type  C  medicated 
feed  article:  80  to  120  percent  of  la¬ 
beled  amount. 

(d)  Special  considerations.  (1)  Maxi¬ 
mum  level  permitted  in  a  Type  C 
medicated  feed  article  is  6  percent. 

(2)  The  label  shall  bear  adequate  di¬ 
rections  and  warnings  for  use,  which 
shall  also  include: 

(i)  Type  C  medicated  feed  articles 
contair^g  ronnel  shall  be  thoroughly 
mixed  with  ground  grain  for  top  dress¬ 
ing  or  with  complete  ration. 

(ii)  A  statement  that  ronnel-Type  C 
articles  are  to  be  used  as  sole  source  of 
ronnel. 

(iii)  “Waming-Ronnel  is  a  cholines¬ 
terase  inhibitor.  Do  not  use  this  prod¬ 
uct  in  animals  simultaneously  or 
within  a  few  days  before  or  after  expo 
sure  to  cholinesterase  inhibiting  drugs, 
pesticides,  or  chemicals.” 

(e)  Related  tolerances.  See  40  CFR 
180.177. 

(f)  Conditions  of  use.  It  is  used  in 
Type  C  medicated  feed  articles  for 
beef  cattle  and  nonlactating  dairy  ani¬ 
mals  as  follows: 
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(1)  Amount  0.00078  lb.  (0.35  gram) 
per  100  lb.  body  weight  per  day  for  14 
days. 

(1)  Indications  for  use.  Control  of 
grubs. 

(ii)  Limitations.  Peed  0.00078  lb. 
(0.35  gram)  per  100  lb.  of  animal 
weight  per  day  for  14  days  in  a  Type  C 
article  containing  not  over  0.26  per¬ 
cent  ronnel;  withdraw  from  dairy  ani¬ 
mals  10  days  before  calving;  if  dairy 
cows  or  heifers  freshen  during  feeding 
of  a  Type  C  article,  or  if  Type  C  article 
has  not  been  withdrawn  the  required 
10  days  prior  to  freshening,  milk  must 
not  be  used  for  food  for  10  days  after 
the  last  treatment;  withdraw  10  days 
prior  to  slaughter. 

(2)  Amount  0.0018  lb.  (0.82  gram) 
per  100  lb.  body  weight  per  day  for  7 
days. 

(i)  Indications  for  use.  Control  of 
grubs;  aid  in  the  reduction  of  cattle 
lice,  when  the  drug  is  used  for  cattle 
grub  control. 

(ii)  Limitations.  Peed  0.0018  lb.  (0.82 
gram)  per  100  lb.  animal  weight  per 
day  for  7  days  in  a  Type  C  article  con¬ 
taining  not  over  6  percent  ronnel; 
withdraw  from  dairy  animals  10  days 
before  calving;  if  dairy  cows  or  heifers 
freshen  during  feeding  of  a  Type  C  ar¬ 
ticle,  or  if  Type  C  article  has  not  been 
withdrawn  the  required  10  days  prior 
to  freshening,  milk  must  not  be  used 
for  food  for  10  days  after  the  last 
treatment;  withdraw  10  days  prior  to 
slaughter. 

(3)  Amount  0.01375  lb.  (6.24  gram) 
per  100  lb.  body  weight  per  month  for 
not  less  than  75  days. 

(i)  Indications  for  use.  Control  of 
grubs  and  hornflies. 

(ii)  Limitations.  Peed  0.25  lb.  of  a 
mineral  Type  C  article  in  granular 
form  containing  5.5  percent  ronnel  p)er 
100  lb.  of  animal  weight  per  month  for 
not  less  than  75  days;  withdraw  from 
dairy  animals  10  days  before  calving;  if 
dairy  cows  or  heifers  freshen  during 
feeding  of  a  Type  C  article,  or  if  Type 
C  article  has  not  been  withdrawn  the 
required  10  days  prior  to  freshening, 
milk  must  not  be  used  for  food  for  10 
days  after  the  last  treatment;  with¬ 
draw  10  days  prior  to  slaughter. 

(4)  Amount  0.0009  lb.  (0.41  gram) 
per  100  lb.  body  weight  per  day  for  14 
days. 

(i)  Indications  for  Use.  Control  of 
grubs. 

(ii)  Limitations.  Peed  0.0009  lb.  (0.41 
gram)  per  100  lb.  of  animal  weight  per 
day  for  14  days  in  a  Type  C  article 
containing  0.3  percent  rormel;  with¬ 
draw  from  dairy  animals  10  days 
before  calving,  if  dairy  cows  or  heifers 
freshen  during  feeding  of  a  Type  C  ar¬ 
ticle,  or  if  Type  C  article  has  not  been 
withdrawn  the  required  10  days  prior 
to  freshening,  milk  must  not  be  used 
for  food  for  10  days  after  the  last 
treatment;  withdraw  10  days  prior  to 
slaughter. 


(5)  Amount  0.012  lb.  (5.5  gram)  per 
100  lb.  body  weight  per  month  for  not 
less  than  75  days. 

(1)  Indications  for  use.  Control  of 
grubs  and  hornflies. 

(.ii)Limitations.  Peed  0.2  lb.  of  min¬ 
eral  Type  C  article  containing  6  per¬ 
cent  ronnel  per  100  lb.  of  animal 
weight  per  month  for  not  less  than  75 
days;  withdraw  from  dairy  animals  10 
days  before  calving;  if  dairy  cows  or 
heifers  freshen  during  feeding  of  a 
Type  C  article,  or  if  Type  C  article  has 
not  been  withdrawn  the  required  10 
days  prior  to  freshening,  milk  must 
not  be  used  for  food  for  10  days  after 
the  last  treatment. 

§558.526  Ronnel  liquid  Type  C  medicated 
feed  article. 

(a)  Approvals.  To  No.  025700  in 
§  510.600(c)  of  this  chapter,  use  of  a  20 
perceht  liquid  Type  A  medicated  feed 
article  for  the  manufacture  of  a  0.72 
percent  ronnel  liquid  Type  C  medicat¬ 
ed  feed  article. 

(b)  Assay  limits.  Type  C  medicated 
feed  article:  80  to  120  percent  of  la¬ 
beled  amoimt. 

(c)  Related  tolerances.  See  40  CPR 
180.177. 

(d)  Conditions  of  use.  (1)  It  is  used 
as  a  0.72  percent  liquid  Type  C  medi¬ 
cated  feed  article  for  beef  cattle  and 
nonlactating  dairy  animals  for  control 
of  grubs. 

(2)  Both  the  7  and  14-day  feeding 
programs  require  1.75  pounds  of  0.72 
percent  Ronnel  liquid  Type  C  medicat¬ 
ed  feed  article  for  each  100  poimds  of 
body  weight. 

(i)  Peed  for  7  days,  0.25  pound  of 
0.72  percent  liquid  Type  C  medicated 
feed  article  added  to  feed  per  100 
povmds  of  body  weight  per  day. 

(ii)  Peed  for  14  days,  0.25  poimd  of 
0.72  percent  liquid  Type  C  medicated 
feed  article  added  to  feed  per  200 
pounds  of  body  weight  per  day. 

(3)  Must  be  evenly  top-dressed  over 
the  grain  portion  of  the  ration  or  over 
the  mixed  total  ration. 

(4)  Treat  cattle  as  soon  as  possible 
after  heel  fly  activity  ceases,  and 
before  grubs  reach  the  backs  of  the 
animals.  Ronnel  is  not  fully  effective 
during  the  latter  stages  of  grub  devel¬ 
opment,  when  grubs  have  reached  the 
backs  of  animals. 

(5)  Treat  southern  area  cattle  July 
through  September  (7  or  14 -day  treat¬ 
ment).  Treat  northern  area  cattle 
August  through  October  (7-day  treat¬ 
ment)  or  August  through  December 
(14-day  treatment). 

(6)  Dairy  animals  should  be  treated 
early  in  their  dry  period  but  only  if 
the  dry  period  occurs  between  the  end 
of  the  adult  heel  fly  season  and  before 
grubs  reach  the  back  of  the  animal. 

(7)  Withdraw  from  dairy  animals  10 
days  before  calving.  If  animals  freshen 
during  feeding  of  a  Type  C  article,  or 
if  Type  C  article  has  not  been  with¬ 


drawn  10  days  prior  to  freshening, 
milk  must  not  be  used  for  food  for  10 
days  after  the  last  treatment. 

(8)  Withdraw  10  days  prior  to 
slaughter. 

(9)  Warning— Ronnel  is  a  cholines¬ 
terase  inhibitor.  Do  not  use  simulta¬ 
neously  or  within  a  few  days  before  or 
after  treatment  with  or  exposure  to 
any  cholinesterase  inhibiting  drugs, 
pesticides,  or  chemicals. 

(10)  Use  as  sole  source  of  ronnel. 

(11)  Do  not  feed  animals  that  are 
sick,  under  stress  (shipping,  dehorn¬ 
ing,  castration),  or  that  have  been 
weaned  within  the  preceding  3  weeks. 

(12)  Wash  hands  with  soap  and 
water  after  handling.  This  material 
contains  a  cholinesterase  inhibitor. 
Treat  symptomatically.  Atropine  is  an 
antidote. 

(13)  This  drug  is  toxic  to  fish.  Keep 
out  of  lakes,  streams,  and  ponds.  Do 
not  contaminate  water  by  cleaning  of 
equipment  or  disposal  of  wastes.  Do 
not  reuse  empty  container;  destroy  it 
by  burning  or  burying  in  noncroplands 
away  from  water  supplies. 

§  558.530  Roxarsone. 

(a)  Approvals.  Type  A  medicated 
feed  articles;  10,  20,  and  50  percent  to 
No.  011801  in  §  510.600(c)  of  this  chap¬ 
ter. 

(b)  Assay  limits.Type  D  medicated 
feed  articles:  85  to  120  percent  of  la¬ 
beled  amount. 

(c)  Special  considerations.  Type  'D 
medicated  feed  articles  containing  rox¬ 
arsone  only  and  conforming  to  the  re¬ 
quirements  of  this  section  are  not  re¬ 
quired  to  comply  with  the  provisions 
of  section  512(m)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act. 

(d)  Related  tolerances.  See  §556.60 
of  this  chapter. 

(e)  Conditions  of  use.  It  Is  used  in 
Type  D  medicated  feed  articles  for 
chickens  and  turkeys  as  follows: 

(1)  Grams  per  ton.  Roxarsone  22.7  to 
45.4  (0.0025  to  0.005  percent). 

(2)  Indications  for  use.  For  increased 
rate  of  weight  gain,  improved  feed  ef¬ 
ficiency,  and  improved  pigmentation. 

(3)  Limitations.  Withdraw  5  days 
before  slaughter;  as  sole  source  of  or¬ 
ganic  arsenic. 

(4)  Permitted  combinations.  It  may 
be  used  in  accordance  with  the  provi¬ 
sions  of  this  section  in  the  combina¬ 
tions  provided,  as  follows: 

(j)  Aklomide  in  accordance  with 
§  558.35. 

(ii)  Amprolium  in  accordance  with 
§  558.55. 

(iii)  Amprolium  and  ethopabate  in 
accordance  with  §  558.58. 

(iv)  Bacitracin  methylene  desalicy¬ 
late  in  accordance  with  §  558.76. 

(v)  Bacitracin  zinc  in  accordance 
with  §  558.78. 

(vi)  Buquinolate  in  accordance  with 
§  558.105. 

(vii)  Chlcrtetracycline  in  accordance 
with  §  558.128. 
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all  Eimeria  species  known  to  be  patho¬ 
genic  to  chickens,  namely  E.  tenella,  E. 
necatrix,  E.  acervulina,  E.  brunetti,  E. 
mivati,  and  E.  maxima,  and  bacterial 
infections  due  to  H.  gallinarum  (infec¬ 
tious  coryza),  E.  coli  (colibacillosis) 
and  P.  multocida  (fowl  cholera). 

(iii)  Limitations.  Feed  as  a,  sole 
ration;  do  not  feed  to  chickens  over  16 
weeks  (112  days)  of  age;  withdraw  5 
days  before  slaughter. 

(3)  Turkeys.— (.i)  Amount  per  ton. 
Sulfadimethoxine,  56.75  grams 
(0.00625  percent)  plus  ormetoprim, 
34.05  grams  (0.00375  percent). 

(а)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
all  Eimeria  species  known  to  be  patho¬ 
genic  to  turkeys,  namely,  E.  aden- 
oeides,  E.  gallopavonis,  and  E.  melea- 
grimitis  and  bacterial  infection  due  to 
P.  multocida  (fowl  cholera). 

(б)  Limitations.  Do  not  feed  to  tur¬ 
keys  producing  eggs  for  food;  with¬ 
draw  5  days  before  slaughter. 

(ii)  Amount  per  ton.  Sulfadimethox¬ 
ine,  56.5  grams  (0.00625  percent)  plus 
ormetoprim,  34.05  grams  (0.00375  per¬ 
cent)  plus  ipronidazole,  56.75  grams 
(0.00625  ijercent). 

(a)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
all  Eimeria  species  known  to  be  patho¬ 
genic  to  turkeys,  namely,  E.  aden- 
oeides,  E.  gallopavonis,  and  E.  melea- 
grimitis;  bacterial  infections  due  to  P. 
multocida  (fowl  cholera);  and  black¬ 
head  (histomoniasis). 

(b)  Limitations.  Do  not  feed  to  tur¬ 
keys  producing  eggs  for  food;  with¬ 
draw  5  days  before  slaughter. 


(viii)  Clopidol  in  accordance  with 
§  558.175. 

(ix)  Decoquinate  in  accordance  with 
§  558.195. 

(X)  Monensin  in  accordance  with 
§  558.355. 

(xi)  Nequinate  in  accordance  with 
§  558.365. 

(xii)  Nitromide  and  sulfanitran  in  ac¬ 
cordance  with  §  558.376. 

(xiii)  Robenidine  hydrochloride  in 
accordance  with  §  558.515. 

(xiv)  Sulfadimethoxine,  ormetoprim 
in  accordance  with  §  558.575.  ■ 

(XV)  Zoalene  in  accordance  with 
§  558.680. 

(xvi)  Penicillin  and  zoalene  in  accor¬ 
dance  with§  558.680. 

(xvii)  Bambermycins  alone  and  in 
combination  in  accordance  with 
§  558.95. 

§  558.565  Styrylpyridinium  chloride,  dieth- 
ylcarbamazine  (as  base). 

(a)  Chemical  name.  (1)  Styrylpyri¬ 
dinium  chloride;  2-(p-Chlorostyryl)-l- 
methylpyridinium  chloride. 

(2)  Diethylcarbamazine;  N,N-Di- 
ethyl  -  4  -  methyl  - 1  -  piperazine  -  car¬ 
boxamide. 

(b)  Approvals.  Type  D  medicated 
feed  articles;  0.035  percent  styrylpyri¬ 
dinium  chloride,  and  0.021  percent 
diethylcarbamazine  (as  base)  to  No. 
010042  in  §  510.600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  it  is  used 
for  the  control  of  hookworms  (.Ancy- 
lostoma  caninum)  and  roundworms 
{Toxocara  canis)  and  for  the  preven¬ 
tion  of  heartworm  disease  (.Dirofilaria 
immitis)  in  dogs. 

(2)  Type  D  medicated  feed  articles 
containing  0.035  percent  styrylpyridin¬ 
ium  chloride  and  0.021  percent  dieth¬ 
ylcarbamazine  (as  the  base)  is  adminis¬ 
tered  to  dogs  as  follows;  Maximum 
stressed  dogs  are  fed  an  amount  of  the 
Type  D  article  in  oimces  equal  to  the 
dogs  body  weight  in  poimds  divided  by 
4.  Medium  stressed  dogs  are  fed  an 
amount  of  the  Type  D  article  in 
oimces  equal  to  the  dogs  body  weight 
in  pounds  divided  by  4.5.  Low  stressed 
dogs  are  fed  an  amount  of  the  Type  D 
article  in  oimces  equal  to  the  dogs 
body  weight  in  poimds  divided  by  5. 
Underweight  dogs  are  fed  10  percent 
more  than  the  amounts  specified  in 
this  paragraph.  Overweight  dogs  are 
fed  10  percent  less  than  the  amounts 
specified  in  this  paragraph,  with  ad¬ 
justments  made  every  7  days  until  the 
desired  body  weight  is  obtained. 

(3)  Dogs  with  established  heartworm 
infections  should  not  be  treated  with 
the  drug  until  they  have  been  convert¬ 
ed  to  a  negative  status.  For  the  pre¬ 
vention  of  heartworm  infestation,  the 
drug  should  be  administered  before 
the  mosquito  season  and  as  soon  as 
young  puppies  are  bom.  The  drug 
should  be  administered  continuously 
during  periods  of  exposure  to  hook¬ 
worm,  roundworm,  and  heartworm  in¬ 


festations  to  control  recurring  burdens 
of  hookworms  and  roundworms  and 
prevent  the  maturation  of  immature 
heartworms  (third  stage  infective 
larvae)  into  adults. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  558.575  Sulfadimethoxine,  ormetoprim. 

(a)  Chemical  names.  (1)  Sulfadi¬ 
methoxine;  N'  (2,6-Dimethoxy-4-pyri- 
midinyD-sulfanilamide. 

(2)  Ormetoprim:  2,4-Diamino-5(6- 
methylveratryl)  pyrimidine. 

(b)  Approvals.  Type  A  medicated 
feed  articles:  25  percent  of  sulfadi¬ 
methoxine  and  15  percent  of  ormeto¬ 
prim  to  No.  000004  in  §  510.600(c)  of 
this  chapter. 

(c)  Assay  limits.  (1)  Type  D  medicat¬ 
ed  feed  articles  containing  0.01  percent 
of  combined  drug;  75  to  no  more  than 
125  percent  of  ormetoprim  and  sulfa¬ 
dimethoxine. 

(2)  Type  D  medicated  feed  articles 
containing  0.02  percent  of  combined 
drug;  85  to  115  percent  of  ormetoprim 
and  sulfadimethoxine. 

(d)  Related  tolerances.  See  §§  556.490 
and  556.640  of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  in 
Type  D  medicated  feed  articles  for 
animals  as  follows: 

(1)  Broiler  chickens— ii)  Amount  per 
ton.  Sulfadimethoxine,  113.5  grams 
(0.0125  percent)  plus  ormetoprim,  68.1 
grams  (0.0075  percent). 

(o)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
all  Eimeria  species  known  to  be  patho¬ 
genic  to  chickens,  namely,  E.  tenella, 
E.  necatrix,  E.  acervulina,  E.  brunetti, 
E.  mivati,  and  E.  maxima,  and  bacte¬ 
rial  infections  due  to  H.  gallinarum 
(infectious  coryza),  E.  coli  (colibacillo¬ 
sis)  and  P.  multocida  (fowl  cholera). 

ib)- Limitations.  Feed  as  sold  ration; 
withdraw  5  days  before  slaughter. 

(ii)  Amount  per  ton.  Sulfadimethox¬ 
ine,  113.5  grams  (0.0125  percent)  plus 
ormetoprim,  68.1  grams  (0.0075  per¬ 
cent)  plus  roxarsone,  22.7  grams 
(0.0025  percent). 

(a)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
all  Eimeria  species  known  to  be  patho¬ 
genic  to  chickens,  namely  E.  tenella,  E. 
necatrix,  E.  acervulina,  E.  brunetti,  E. 
mivati,  and  E.  maxima,  and  bacterial 
infections  due  to  H.  gallinarum  (infec¬ 
tious  coryza),  E.  coli,  (colibacillosis); 
and  P.  multocida  (fowl  cholera); 
growth  promotion  and  feed  efficiency; 
improving  pigmentation. 

(b)  Limitations.  Withdraw  5  days 
before  Slaughter;  as  sole  source  of  or¬ 
ganic  arsenic. 

(2)  Replacement  chickens— ii) 
Amount  per  ton.  Sulfadimethoxine, 
113.5  grams  (0.0125  percent)  plus  or¬ 
metoprim.  68.1  grams  (0.0075  percent). 

(ii)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 


§  558.579  Sulfaethoxypyridazine. 

(a)  [Reserved] 

(b)  Assay  limits.  Type  D  medicated 
feed  article:  85  to  115  percent  of  la¬ 
beled  amount. 

(c)  [Reserved] 

(d)  Related  tolerances.  See  §556.650 
of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  in 
Type  C  or  D  medicated  feed  articles  as 
follows: 

(1)  Swine.— ii)  Amount  25  milli¬ 
grams  per  pound  body  weight  per  day. 

(ii)  Indications  for  use.  For  treat¬ 
ment  of  bacterial  scours,  pneumonia, 
enteritis,  bronchitis,  septicemia  accom¬ 
panying  Salmonella  choleraesuis  infec¬ 
tion. 

(iii)  Limitations.  Administer  1,000 
grams  per  ton  (0.11  percent)  in  Type  D 
article  for  not  less  than  4  days  nor 
more  than  10  days;  do  not  treat  within 
10  days  of  slaughter;  as  sole  source  of 
sulfonamide;  for  use  by  or  on  the 
order  of  a  licensed  veterinarian. 

(2)  Cattle. — (i)  Amount  25  milli¬ 
grams  per  pound  body  weight  per  day. 

(ii)  Indications  for  use.  For  treat¬ 
ment  of  respiratory  infections  (pneu¬ 
monia,  shipping  fever),  foot  rot,  calf 
scours;  as  a^unctive  therapy  in  septi¬ 
cemia  accompanying  mastitis  and  me¬ 
tritis. 
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(iii)  Limitations.  Administer  Type  C 
article  as  a  top  dressing  or  in  mixed 
feed  for  4  days;  do  not  treat  within  16 
days  of  slaughter;  as  sole  spurde  of  sul¬ 
fonamide;  milk  that  has  been  tak^n 
from  animals  during  treatment  and 
for  72  hours  (6  milkings)  after  the 
latest  treatment  must  not  be  used  for 
food;  for  use  by  or  on  the  order  of  a  li¬ 
censed  veterinarian. 

§  558.582  Sulfamerazine. 

(a)  [Reserved] 

(b)  Assay  limits.  Tsre  D  medicated 
feed  article:  85  to  115  percent  of  la¬ 
beled  amount. 

(c)  [Reserved] 

(d)  Related  tolerances.  See  §556.660 
of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  in 
Type  D  medicated  feed  article  for 
rainbow  trout,  brook  trout,  and  brown 
trout  as  follows; 

(1)  Amount  10  grams  of  sulfamera¬ 
zine  per  100  pounds  of  fish  per  day. 

(2)  Indications  for  use.  Control  of 
funmculosis. 

(3)  Limitations.  Treat  for  not  more 
than  14  days;  do  not  treat  within  3 
weeks  of  marketing  or  stocking  in 
stream  open  to  fishing. 

§  558.615  Thiabendazole. 

(a)  Chemical  name.  2-(4'-Thiazolyl)- 
benzimidazole. 

(b)  Specifications.  Conforms  to  N.F. 
XII  specifications. 

(c)  Approvals.  In  dry  Type  A  medi¬ 
cated  feed  articles:  22,  44.1,  66.1  per¬ 
cent.  The  66.1  percent  level  is  solely 
for  the  manufacture  of  cane  molasses 
liquid  Type  C  medicated  feed  article 
which  is  mixed  in  dry  feeds,  feee  No. 
000006  in  §  510.600(c)  of  this  chapter. 

(d)  Assay  limits.  Type  D  medicated 
feed  articles  containing  less  than  7 
percent  thiabendazole:  85-115  percent 
of  labeled  amount.  Type  D  medicated 
feed  articles  containing  7  percent  or 
more  of  thiabendazole;  90-110  percent 
of  labeled  amount.  • 

(e)  Special  consideratons.  Maximum 
level  permitted  in  a  Type  C  medicated 
feed  article:  9.9  percent.  Not  to  be  used 
in  Type  B,  C,  or  D  articles  containing 
bentonite. 

(f)  Related  tolerances.  See  §556.730 
of  this  chapter. 

(g)  Conditions  of  use.  It  is  used  in 
Type  C  and  D  medicated  feed  article 
as  follows; 

(1)  Cattle.— ii)  Amount.  3  grams  per 
100  lb.  body  weight. 

(а)  Indications  for  use.  Control  of 
infections  of  gastrointestinal  round- 
worms  (.Trichostrongylus  spp.,  Hoe- 
monchus  spp.,  Ostertagia  spp.,  Nama- 
todirus  spp.,  Oesophagostomum  radia- 
tum). 

(б)  Limitations.  Use  3  grams  per  100 
lb.  body  weight  at  a  single  dose;  may 
repeat  once  in  2  to  3  weeks;  do  not 
treat  animals  within  3  days  of  slaugh¬ 
ter;  milk  taken  from  treated  animals 


within  96  hours  (8  milkings)  after  the 
latest  treatment  must  not  be  used  for 
food. 

(ii)  Amount  5  grams  per  100  lb.  body 
weight. 

(a)  Indications  for  use.  Control  of 
severe  infections  of  gastrointestinal 
roundworms  ( Trichostrongylus  spp., 
Haemonchus  spp.,  Ostertagia  spp.,  Ne- 
matodirus  spp.,  Oesophagostomum  ra- 
diatum);  control  of  infections  of  Coo- 
peria  spp. 

(5)  Limitations.  5  grams  per  100  lb. 
body  weight  at  a  single  dose  or  divided 
into  3  equal  doses,  administered  1  dose 
each  day,  on  succeeding  days;  may 
repeat  once  in  2  to  3  weeks;  do  not 
treat  animals  within  3  days  of  slaugh¬ 
ter;  milk  taken  from  treated  animals 
within  96  hours  (8  milkings)  after  the 
latest  treatment  must  not  be  used  for 
food. 

(2)  Goate.— (i)  Amount  3  grams  per 
100  lb.  body  weight. 

(ii)  Indications  for  use.  Control  of 
severe  infections  of  gastrointestinal 
rovmdworms  ( Trichostrongylus  spp., 
Haemonchus  spp.,  Ostertagia  spp., 
Cooperia  spp.,  Nematodirus  spp.,  Bun- 
ostomum  spp.,  Strongyloides  spp.,  Cha- 
bertia  spp.,  and  Oesophagostomum 
spp.). 

(iii)  Limitations.  3  grams  per  100  lb. 
body  weight  at  a  single  dose;  do  not 
treat  animals  within  30  days  of  slaugh¬ 
ter;  milk  taken  from  treated  animals 
within  96  hours  (8  milkings)  after  the 
latest  treatment  must  not  be  used  for 
food. 

(3)  Sheep  and  goats.— ti)  Amount  2 
grams  per  100  lb.  body  weight. 

(ii)  Indications  for  use.  Control  of 
infections  of  gastrointestinal  round- 
worms  Trichostrongylus  spp.,  Haemon¬ 
chus  spp.,  Ostertagia  spp.,  Cooperia 
spp.,  Nematodirus  spp.,  Bunostomum 
spp.,  Strongyloides  spp.,  Chabertia 
spp.,  and  Oesophagostomum  spp.);  also 
active  against  ova  and  larvae  passed  by 
sheep  from  3  hours  to  3  days  after 
Type  C  or  D  article  is  consumed  (good 
activity  against  ova  and  larvae  of  T. 
colubriformis  and  axei,  Ostertagia 
spp.,  Nematodirus  spp.,  Strongyloides 
spp.;  less  effective  against  those  of 
Haemonchus  contortits  and  Oesopha¬ 
gostomum  spp. ). 

(iii)  Limitations.  Use  2  grams  per 
100  lb.  body  weight  at  a  single  dose;  do 
not  treat  animals  within  30  days  of 
slaughter;  milk  taken  from  treated 
animals  within  96  hours  (8  milkings) 
after  the  latest  treatment  must  not  be 
used  for  food. 

(4)  For  svnne.—{i)  Amount  45.4-908 
grams  per  ton  (0.005-0.1  percent). 

(ii)  Indications  for  use.  Aid  in  the 
prevention  of  infections  of  large 
roundworms  (.genus  ascaris). 

(iii)  Limitations.  Administer  con¬ 
tinuously  Type  D  article  containing 
0.05-0.1  percent  thiabendazole  per  ton 
for  2  weeks  followed  by  Type  D  article 
containing  0.005-0.02  percent  thiaben¬ 


dazole  per  ton  for  8-14  weeks;  do  not 
treat  animals  within  30  days  of  slaugh¬ 
ter. 

§  558.625  Tylosin. 

(a)  Specifications.  Tylosin  is  the 
antibiotic  substance  produced  by 
growth  of  Streptomyces  fradiae  or  the 
same  antibiotic  substance  produced  by 
any  other  means. 

(b)  Approvals.  Type  A  medicated 
feed  articles  containing  drug  sub¬ 
stance  with  diluent  or  Type  B  medi¬ 
cated  feed  articles  containing  drug 
substance  with  diluent  plus  vitamins, 
minerals,  and/or  other  nutrient  ingre¬ 
dients  granted  to  firms  as  sponsor(s) 
and  identified  by  drug  listing  numbers 
in  §  510.600(c)  of  this  chapter  for  the 
specific  usage  indicated  in  paragraph 

(f)  of  this  section: 

(1)  To  000986:  10.  40  and  100  grams 
per  pound,  paragraphs  (f)(l)(ii) 
through  (f)(l)(vi)  of  this  section;  40 
grams  per  pound. •  paragraph  (f)(l)(i) 
of  this  section. 

(2)  To  017255:  10  grams  per  pound; 
paragraph  (f)(l)(vi)(a)  of  this  section. 

(3)  To  043733;  4  and  10  grams  per 
pound;  paragraph  (f)(l)(vi)(a)  of  this 
section. 

(4)  To  011490:  10  grams  per  pound; 
paragraph  (f)(l)(vi)(a)  of  this  section. 

(5)  To  017300:  0.4,  0.8,  and  1  gram 
per  pound,  paragraph  (f)(l)(vi)(a)  of 
this  section;  10  grams  per  pound,  para¬ 
graph  (f)(l)(i)  and  (vi)(a)  of  this  sec¬ 
tion;  40  grains  per  pound,  paragraph 
(f)(l)(i)  and  (vi)  (a)  (b)  (c),  and  (d)  of 
this  section. 

(6)  To  018356:  0.66,  1.33,  6.66  grams 
per  pound;  paragraph  (f)(l)(vi)(a)  of 
this  section. 

(7)  To  017162;  0.4  gram  per  pound; 
paragraph  (f)(l)(vi)(a)  of  this  section. 

(8)  To  035369:  4  grams  per  pound; 
paragraph  (f)(l )(vl)(a)  of  this  section. 

(9)  To  043727:  4  and  10  grams  per 
pound;  paragraph  (f)(l)(vi)(a)  of  this 
section. 

(10)  To  012286:  0.4,  0.8,  and  1.6 
grams  per  pound;  paragraph 
(f)(l)(vi)(a)  of  this  section. 

(11)  To  017274:  4,  8,  or  10  grams  per 
pound;  paragraph  (f)(l)(vi)(a)  of  this 
section. 

(12)  To  021930:  2  grams  per  pound; 
paragraph  (f)(l)(vi)(a)  of  this  section. 

(13)  To  035393:  0.4  and  2  grams  per 
pound;  paragraph  (f)(l)(vi)(o)  of  this 
section. 

(14)  To  016968:  4  and  10  grams  per 
pound;  paragraph  (f)(l)(vi)(a)  of  this 
section. 

(15)  To  026186:  4,  10,  and  20  grams 
per  pound;  paragraph  (f)(l)(vi)(o)  of 
this  section. 

(16)  To  024817:  5  and  10  grams  per 
pound;  paragraph  (f)(l)(vi)(a)  of  this 
section. 

(17)  To  021780:  0.8  and  10  grams  per 
pound;  paragraph  (f)(l)(vi)(a)  of  this 
section. 

(18)  To  017434:  0.4  and  4  grams  per 
pound;  paragraph  (f)(l)(vi)(a)  of  this 
section. 
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(19)  To  033999:  0.8  gram  per  pound; 
paragraph  (fKl)(vi)(a)  of  this  section. 

(20)  To  033071:  0.4  and  0.8  gram  per 
pound;  paragraph  (f)(l)(vi)(a)  of  this 
section. 

(21)  To  043426:  2.0  grams  per  pound; 
paragraph  (fKl)(vi)(a)  of  this  section. 

(22)  To  026282:  10  grams  per  pound; 
paragraph  (fKl)(vi)(a)  of  this  section. 

(23)  To  030804:  0.8  gram  per  pound; 
paragraph  (f)(lKvi)(a)  of  this  section. 

(24)  To  025796:  10  grams  per  poimd; 
paragraph  (f)(l)(vi)(o)  of  this  section. 

(25)  To  043743:  10  grams  per  pound; 
paragraph  (f)(l)(vi)(a)  of  this  section. 

(26)  To  034418:  10  grams  per  poimd; 
paragraph  (f)(l)(vi)(a)  of  this  section. 

(27)  To  020275:  8  and  40  grams  per 
pound;  paragraph  (f)(l)(vi)(a)  of  this 
section. 

>  (28)  To  034139:  4  grams  per  pound; 

paragraph  (f)(l)(vi)(a)  of  this  section. 

‘  (29)  To  043744:  0.4  gram  per  pound; 

^paragraph  (f)(l)(vi)(a)  of  this  section. 

'  (30)  [Reserved] 

(  (31)  To  029341:  5  grams  per  pound; 

•  paragraph  (f)(l)(vi)(a)  of  this  section. 

^  (32)  To  018597:  0.4  gram  per  pound; 

:  paragraph  (f)(l)(vi)(a)  of  this  section. 

I  (33)  To  012323:  0.8  and  2  grams  per 
■  pound;  paragraph  (f)(l)(vi)(a)  of  this 
!  section. 

f  (34)  To  028260:  0.8  gram  per  pound; 
[paragraph  (f)(l)(vi)(a)  of  this  section, 
t  (35)  To  039741:  2  grams  per  pound; 

( paragraph  (f)(l)(vi)(a)  of  this  section, 
t  (36)  To  013975:  0.8  gram  per  pound; 

^  paragraph  (f)(l)(vi)(a)  of  this  section, 
f  (37)  To  044142:  0.5  gram  per  poimd; 

I  paragraph  (f)(l)(vi)(a)  of  this  section. 

\  (38)  To  011749:  1  or  10  grams  per 

pound;  paragraph  (f)(l)(vi)(a)  of  this 
section. 

(39)  To  012518:  10  grams  per  pound; 
.paragraph  (f)(l)(vi)(a)  of  this  section, 
r  (40)  To  035955:  10  grams  per  pound; 

,  paragraph  (f)(l)(vi)(a)  of  this  section. 

(41)  To  025066:  0.8  gram  per  pound; 

.  paragraph  (f)(l)(vi)(a)  of  this  section. 

[  (42)  To  010439:  0.4,  0.5,  and  2  grams 

per  pound;  paragraph  (f)(l)(vi)(a)  of 
,  this  section. 

(43)  [Reserv’ed] 

(44)  To  017180:  4  and  10  grams  per 
pound:  paragraph  (f)(l)(vi)(a)  of  this 
section. 

(45)  To  017139:  4  and  10  grams  per 
pound;  paragraph  (f)(l)(vi)(a)  of  this 
section. 

(46)  [Reserved] 

(47)  To  024761:  10  grams  per  pound; 
paragraph  (f)(l)(vi)(a)  of  this  section. 

(48)  To  017790:  10  grams  per  pound; 
paragraph  (f)(l)(vi)(a)  of  this  section. 

(49)  To  021533:  10  grams  per  pound; 
paragraph  (f)(l)(vi)(a)  of  this  section. 

(50)  To  018083:  4  and  10  grams  per 
pound;  paragraph  (f)(l)(vi)(a)  of  this 
section. 

(51)  To  017519:  10  grams  per  pound; 
paragraph  (f)(l)(vi)(a)  of  this  section. 

(52)  To  021810:  10  grams  per  pound; 
paragraph  (f)(l)(vi)(a)  of  this  section. 

(c)  Assay  limits.  Type  D  medicated 
feed  articles:  75  percent  of  labeled 
amount. 
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(d)  Special  considerations.  The  man¬ 
ufacture  of  Type  D  medicated  feed  ar¬ 
ticles  containing  tylosin  phosphate 
does  not  require  compliance  with  the 
provisions  of  section  512(m)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
if: 

(1)  Processed  from  Type  C  articles 
for: 

(1)  Chickens  at  not  more  than  200 
grams  per  ton. 

(ii)  Swine  at  not  more  than  500 
grams  per  ton. 

(iii)  Cattle  at  not  more  than  360 
grams  per  ton  and  complying  with 
paragraph  (f)(l)(i)  of  this  section. 

(2)  Processed  from  Type  A  articles 
which  contain  not  more  than  10  grams 
of  tylosin  per  pound  and  conforming 
to  the  provisions  of  paragraph 
(f)(l)(vi)(a)  of  this  section. 

(e)  Related  tolerances.  See  §556.740 
of  this  chapter. 

(f)  Conditions  of  use.  (1)  It  is  used  in 
Type  C  and  D  medicated  feed  articles 
as  follows: 

(i)  For  beef  cattle— (a)  Amount  per 
ton.  8-10  grams. 

(6)  Indications  for  use.  For  reduc¬ 
tion  of  incidence  of  liver  abscesses 
caused  by  Sphaerophorus  necrophorus 
and  Corynehacterium  pyogenes. 

(c)  Limitations.  As  tylosin  phos¬ 
phate;  each  animal  must  receive  not 
more  than  90  milligrams  per  day  and 
not  less  than  60  milligrams  per  day; 
feed  continuously  as  sole  ration. 

(ii)  Broiler  chickens.— (.a)  Amounts 
per  ton.  Tylosin,  800-1000  grams. 

(b)  Indications  for  use.  To  aid  in  the 
control  of  chronic  respiratory  disease 
caused  by  Mycoplasma  gallisepticum. 

(c)  Limitations.  As  tylosin  phos¬ 
phate;  withdraw  5  days  before  slaugh¬ 
ter;  administer  in  T^e  D  article  to 
chickens  0  to  5  days  of  age,  follow  with 
second  administration  in  Type  D  arti¬ 
cle  for  24  to  48  hours  at  3  to  5  weeks  of 
age. 

(iii)  Chickens— ia)  Amounts  per  ton. 
Tylosin,  4-50  grams. 

(1)  Indications  for  use.  For  increased 
rate  of  weight  gain  and  improved  feed 
efficiency. 

(2)  Limitations.  As  tylosin  phos¬ 
phate. 

(b)  [Reserved] 

(iv)  Laying  chickens— ia^t  Amount 
per  ton.  Tylosin,  20-50  grams. 

(b)  Indications  for  use.  For  improved 
feed  efficiency. 

(c)  Limitations.  As  tylosin  phos¬ 
phate. 

(V)  Replacement  chickens— (.a) 
Amount  per  ton.  Tylosin,  1,000  grams. 

(b)  Indications  for  use.  To  aid  in  the 
control  of  chronic  respiratory  disease 
caused  by  Mycoplasma  gallisepticum. 

(c)  Limitations.  As  tylosin  phos¬ 
phate;  withdraw  5  days  before  slaugh¬ 
ter;  administer  in  Type  D  article  to 
chickens  0  to  5  days  of  age,  follow  with 
second  administration  in  Type  D  arti¬ 
cle  for  24  to  48  hours  at  3  to  5  weeks  of 
age. 


(vi)  Stoine—ia)  Amount  per  ton.  Ty¬ 
losin,  10-100  grams. 

(1)  Indications  for  use.  For  increased 
rate  of  weight  gain  and  improved  feed 
efficiency. 

(2)  Limitations.  As  tylosin  phos¬ 
phate;  continuous  use  as  follows: 
Grams  per  ton;  20-100,  prestarter  or 
starter:  20-40,  grower;  10-20,  finisher. 

(b)  Amount  per  ton.  Tylosin,  40-100 
grams. 

(f )  Indications  for  use.  Prevention  of 
swine  dysentery  (vibrionic). 

(2)  Limitations.  Use  100  grams  per 
ton  for  at  least  3  weeks  followed  by  40 
grams  per  ton  until  market  weight;  as 
tylosin  phosphate. 

(c)  Amount  per  ton.  Tylosin,  40-100 
grams. 

(1)  Indications  for  use.  Treatment 
and  control  of  swine  dysentery  (vi¬ 
brionic). 

(2)  Limitations.  Administer  in  Type 
D  article  as  tylosin  phosphate  after 
treatment  with  tylosin  in  drinking 
water  as  tylosin  base;  0.25  gram  per 
gallon  in  drinking  water  for  3-10  days, 
40-100  grams  per  ton  in  Type  D  article 
for  2-6  weeks. 

id)  Amount  per  ton.  Tylosin,  100 
grams. 

(1)  Indications  for  use.  Maintaining 
weight  gains  and  feel  efficiency  in 
presence  of  atrophic  rhinits. 

(2)  Limitations.  As  tylosin  phos¬ 
phate 

(2)  [Reserved] 

§  558.630  Tylosin  and  sulfamethazine. 

(a)  Specifications.  (1)  Tylosin  is  the 
antibiotic  substance  produced  by 
growth  of  Streptomyces  fradiae  or  the 
same  antibiotic  substance  produced  by 
any  other  means. 

(2)  Sulfamethazine  is  the  chemical 
N'-(4,  6-dimethyl-2-pyrimidiny)  sulfa¬ 
nilamide. 

(b)  Approvals.  Type  A  medicated 
feed  articles  containing  drug  sub¬ 
stances  with  diluent,  on  Type  B  medi¬ 
cated  feed  article  containing  drug  sub¬ 
stances  with  diluent  plus  vitamins, 
minerals,  and/or  other  nutrient  sub¬ 
stances,  the  drug  substances  being  a 
combination  of  equal  amounts  of  tylo¬ 
sin  and  sulfamethazine,  granted  to 
firms  as  sponsor(s)  and  identified  by 
drug  listing  numbers  in  §  510.600(c)  of 
this  chapter  for  the  conditions  of  use 
indicated  in  paragraph  (f)  of  this  sec¬ 
tion: 

(1)  To  000986:  40  grams  per  pound 
each,  paragraph  (f)(2)(i)  of  this  sec¬ 
tion. 

(2)  To  000986,  012190:  10  grams  per 
pound  each  paragraph  (f)(2)(i)  of  this 
section. 

(3)  To  011490,  016968,  017255, 

025796,  026186,  034500,  035955,  043743: 
10  grams  per  pound  each,  paragraph 
(f)(2)(ii)  of  this  section. 

(4)  To  021780:  2  grams  per  pound 
each,  paragraph  (f)(2)(ii)  of  this  sec¬ 
tion. 
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(5)  To  017800:  40  grams  per  pound 
each  paragraph  (f)(2)(ii)  of  this  sec¬ 
tion. 

(6)  To  017139:  4,  10,  or  20  grams  per 
pound  each,  paragraph  (f)(2)(ii)  of 
this  section. 

(c)  Assay  limits.  Type  D  medicated 
feed  articles:  75  to  125  percent  of  tylo- 
sin  and  80  to  120  percent  of  sulfameth¬ 
azine. 

(d)  [Reserved!. 

(e)  Related  tolerances.  See  §§  556.670 
and  556.740  of  this  chapter. 

(f)  Conditions  of  use.  It  is  used  in 
Type  D  medicated  feed  articles  for 
swine  as  follows: 

(1)  Amount  per  ton.  Tylosin,  100 
grams  plus  sulfamethazine,  100  gn'ams. 

(2)  Indications  for  use.  (i)  Maintain¬ 
ing  weight  gains  and  feed  efficiency  in 
the  presence  of  atrophic  rhinitis;  low¬ 
ering  the  incidence  and  severity  of 
Bordetella,  bronchiseptica  rhinitis; 
prevention  of  swine  dysentery  (vi- 
brionic);  control  of  swine  pneumonias 
caused  by  bacterial  phathogens  (P. 
mutocida  and/or  C.  pyogens);  for  re- ' 
ducing  the  incidence  of  cervical  lym¬ 
phadenitis  (jowl  abscesses)  caused  by 
Group  E  Streptococci.  Only  the  sulfa¬ 
methazine  portion  of  this  combination 
is  active  in  controlling  jowl  abscesses. 

(ii)  Maintaining  weight  gains  and 
feed  efficiency  in  the  presence  of 
atrophic  rhinitis;  lowering  the  inci¬ 
dence  and  severity  of  Bordetella 
bronchiseptica  rhintis;  prevention  of 
swine  dysentery  (vibrionic);  control  of 
swine  pneumonias  caused  by  bacterial 
pathogens  (.Pasteurella  multocida 
and/or  Corynebacterium  pyogens). 

(3)  Limitations.  As  tylosin  phos¬ 
phate;  withdraw  5  days  before  slaugh¬ 
ter. 


§  558.635  Virginiamycin. 

(a)  Specifications.  Virginiamycin  is 
the  antibiotic  substance  produced  by 
the  growth  of  Streptomyces  virginiae 
or  the  same  antibiotic  substance  pro¬ 
duced  by  any  other  means. 

(b)  Type  A  medicated  feed  articles; 
2.2  percent  virginiamycin  activity  (10 
grams  per  pound),  11  percent  virginia¬ 
mycin  activity  (50  grams  per  pound), 
and  50  percent  virginiamycin  activity 
(227  grams  per  pound)  to  No.  000007  in 
§  510.600  (c)  of  this  chapter. 

(c)  Assay  limits.  Type  D  medicated 
feed  article:  70  to  130  percent  of  the 
labeled  amount  of  the  drug. 

(d)  Related  tolerances.  See  §  556.750 
of  this  chapter. 

(e)  Special  considerations.  (1)  Not 
for  use  in  breeding  swine  over  120 
pounds. 

(2)  Dilute  Type  A  article  with  at 
least  10  pounds  of  a  feed  ingredient 
prior  to  final  mixing  in  1  ton  of  Type 
D  article. 

(3)  Type  D  medicated  feed  articles 
for  swine,  processed  from  Type  C  arti¬ 
cles  that  contain  up  to  2,000  grams  of 
virginiamycin  per  ton  and  conform  to 
the  requirements  of  paragraph  (f)  of 
this  section  are  not  required  to  comply 
with  the  provisions  of  section  512(m) 
of  the  act. 

(f)  Conditions  of  use.  It  is  used  in 
Type  D  medicated  feed  articles  for 
swine  as  follows: 

(1)  Amount  per  tone.  100  grams  (for 
2  weeks). 

(i)  Indications  for  use.  Treatment  of 
swine  dysentery  in  nonbreeding  swine. 

(ii)  Animal  weight.  Over  120  pounds. 


(2)  Amount  per  ton.  100  grams  for  2 
weeks,  50  grams  thereafter. 

(i)  Indications  for  use.  Treatment 
and  control  of  swine  dysentery. 

(ii)  Animal  weight.  Up  to  120 

pounds. 

(3)  Amount  per  ton.  25  grams. 

(i)  Indications  for  use.  Aid  in  control 
of  swine  dysentery.  For  use  in  swine  or 
in  swine  on  premises  with  a  history  of 
swine  dysentery  but  where  symptoms 
have  not  yet  occurred. 

(ii)  Animal  weight.  Up  to  120 

pounds. 

(4)  Amount  per  ton.  10  grams. 

(i)  Indications  for  use.  Increased 
rate  of  weight  gain  and  improved  feed 
efficiency  (starter  and  grower  Type  D 
articles  only). 

(ii)  Animal  weight.  Weaning  to  120 
pounds. 

§  588.680  Zoalene. 

(a)  [Reserved] 

(b)  Assay  limits.  Type  D  medicated 
feed  article:  85  to  115  percent  of  la¬ 
beled  amount. 

(c)  Special  considerations.  Type  D 
medicated  feed  articles  for  poultry 
containing  zoalene  as  a  sole  drug,  pro¬ 
cessed  from  Type  C  articles  containing 
not  more  than  0.0375  percent  zoalene, 
and  conforming  to  the  requirements  of 
paragraph  (e)  of  this  section  are  not 
required  to  comply  with  the  provisions 
of  section  512(m)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act. 

(d)  Related  tolerances.  See  §  556.770 
of  this  chapter. 

(e)  Conditions  of  use.  (1)  It  is  used  in 
Type  D  medicated  feed  articles  for 
chickens  and  turkeys  as  follows: 


Zoa’'jne  in  grams  Combination  in  grams  Indications  for  use  Limitations  Sponsor 


per  ton  per  ton 


(i)  36.3  to  113.5  .  Replacement  chickens;  development  of  active  im-  In  type  D  articles  only;  grower  type  D  article  not  to  be 

(0.004  to  0.0125  munity  to  coccidiosis.  fed  to  birds  over  14  weeks  of  age;  as  follows—, 

pet). 


Growing  conditions  Starter  type  D  Grower  type  D 
article  article 


GratTis  per  ton  Grams  per  ton 

Severe  exposure .  113.5  (0.0125  pet)  15.4- 

113.5 

(0.0083 

to 

0.0125 

pet) 

Light  to  moderate  75.4-113.5  36.3- 

exposure.  (0.0083  to  75.4 

0.0125  pet).  (0.004 

to 

0.0083 

pet) 


Ar.saniiate  sodium  90  Replacement  chickens;  development  of  active  im-  In  Type  D  articles  only;  grower  Type  D  article  not  to  be 
(0.01  pet).  munity  to  coccidiosis;  growth  promotion  and  fed  to  birds  over  14  weeks  of  age;  withdraw  5  d  before 

feed  eKiciency;  improving  pigiuentation  slaughter:  as  sole  source  of  organic  arsenic;  feed  accord¬ 

ing  to  subtable  in  item  (i). 

Arsanilic  acid  90  Replacement  chickens;  development  of  active  im-  In  Type  D  articles  only;  grower  Type  D  article  not  to  be 
(0.01  pet).  munity  to  coccidiosis;  growth  promotion  and  fed  to  birds  over  14  weeks  of  age;  withdraw  5  d  before 

feed  efficiency;  improving  pigmentation.  slaughter;  as  sole  source  of  organic  arsenic;  feed  accord¬ 
ing  to  subtable  in  item  (i).  ' 
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Zoalene  in  Kituns  Combination  in  grams 
per  ton  per  ton 


Indications  for  use 


Limitations 


Sponsor 


(ii)  113.5  (0.0125 
pet). 


Arsanilic  acid  90  Replacement  chickens:  growth  promotion  and  As  erythromycin  thiocyanate;  in  Type  D  articles  only:  .... 
(0.01  pet)  plus  feed  efficiency;  development  of  active  immunity  grower  Type  D  article  not  to  be  fed  to  birds  over  14 

erythromycin  4.6  to  coccidiosis;  improving  pigmentation.  weeks  of  age;  withdj-aw  5  d  before  slaughter;  as  sole 

to  18.5.  source  of  organic  arsenic;  feed  according  to  subtable  in 

item  (i). 

Arsanilic  acid  90  1.  Replacement  chickens;  as  an  aid  in  the  preven-  Feed  for  2  d  before  stress  and  3  to  6  d  after  stress;  as  .... 

(0.01  pet)  plus  tion  of  chronic  respiratory  disease  during  peri-  erythromycin  thiocyanate;  in  Type  D  articles  only; 

erythromycin  92.5.  ods  of  stress:  development  of  active  immunity  to  grower  Type  D  article  not  to  be  fed  to  birds  over  11 

coccidiosis;  growth  promotion  and  feed  efficien-  weeks  of  age;  withdraw  5  d  before  slaughter:  as  sole 

cy;  improving  pigmenation.  source  of  organic  arsenic;  feed  according  to  subtable  in 

item  (i). 

do .  2.  Replacement  chickens;  as  an  aid  in  the  preven-  Feed  for  7  to  14  d;  as  erythromycin  thiocyanate;  in  Type  ... 

tion  of  infectious  coryza;  development  of  active  D  articles  only:  grower  Type  D  article  not  to  be  fe<l  to 

immunity  to  coccidiosis;  growth  promotion  and  birds  over  14  weeks  of  age;  withdraw  5  d  before  slaugh- 

feed  efficiency;  improving  pigmentation.  ter;  as  sole  source  of  organic  arsenic;  feed  according  to 

subtable  in  item  (i). 

Arsanilic  acid  90  Replacement  chickens;  as  an  aid  in  the  prevention  Feed  for  5  to  8  d;  do  not  use  in  birds  producing  eggs  for  ... 
(0.01  pet)  plus  and  reduction  of  lesions  and  in  lowering  severity  food  purposes;  withdraw  5  d  before  slaughter;  as  eryth- 

erythromycin  185.  of  chronic  respiratory  disease;  growth  promo-  romycin  thiocyanate;  and  as  sole  source  of  organic  ac¬ 
tion  and  feed  eHiciency;  improving  pigmentation  senic;  feed  acxiording  to  subtable  in  item  (i). 

and  development  of  active  immunity  to  coccidio¬ 
sis. 

Arsanilic  acid  90  Replacement  chickens:  growth  promotion  and  As  procaine  penicillin;  in  Type  D  su^icles  only:  grower ... 
(0.01  pet)  plus  feed  efficiency;  development  of  active  inununity  Type  D  article  not  to  be  fed  to  birds  over  14  weeks  of 

penicillin  2.4  to  50.  to  coccidiosis;  improving  pigmentation.  age;  withdraw  5  d  betore  slaughter;  as  sole  source  of  or¬ 

ganic  arsenic;  feed  according  to  subtable  in  item  (i). 

Bacitracin  100  to  500  Replacement  chickens;  treatment  of  chronic  respi-  As  bacitracin  zinc;  in  Type  D  articles  only:  grower  Type  D  ... 

ratory  disease  (air-sac  infection);  blue  comb  article  not  to  be  fed  to  birds  over  14  weeks  of  age;  feed 
(nonspecific  infectious  enteritis):  development  of  according  to  subtable  in  item  (i). 
active  immunity  to  co<x;idiosis. 

Chlortetracycline  Replacement  chickens;  treatment  of  chronic  respi-  Not  to  be  fed  to  laying  chickens;  as  chlortetracycline  hy- .. 
100  to  200.  ratory  disease  (air-sac  infection);  blue  comb  drochloride;  in  TiT>e  D  articles  only;  grower  Type  D  ar- 

(nonspecific  infectious  enteritis);  prevention  of  tide  not  to  be  fed  to  birds  14  of  age;  feed  according  to 

synovitis;  development  of  active  immunity  to  subtable  in  item  (i). 

C(xx:idiosis. 

Chlortetracycline  Replacement  chickens;  control  of  ssmovitis;  devel-  Not  to  be  fed  to  laying  chickens;  as  chlortetracycline  hy- .. 
200.  opment  of  active  immunity  to  coccidiosis.  drochloride;  in  Type  D  articles  only;  grower  Type  D  ar¬ 

ticle  not  toJ9e  fed  to  birds  over  14  weeks  of  age;  feed  ac¬ 
cording  to  subtable  in  item  (1). 

Eryghromycin  4.6  to  Replacement  chickens;  growth  promotion  and  As  erythromycin  thiocyanate;  in  Type  D  articles  only: .. 
18.5.  feed  efficiency;  development  of  active  immunity  grower  Type  D  article  not  to  be  fed  to  birds  over  14 

to  coccidiosis.  weeks  of  age;  feed  according  to  subtable  in  item  (i). 

Erythromycin  92.5....  1.  Replacement  chickens;  as  an  aid  in  the  preven-  Feed  for  2  d  before  stress  and  3  to  6  d  after  stre.ss;  with- .. 

tion  of  chronic  respiratory  disease  during  peri-  draw  24  h  before  slaughter;  as  erythromycin  thiocyan- 

ods  of  stess;  development  of  active  inununity  to  ate;  in  Type  D  articles  only;  grower  Type  D  article  not 

coccidiosis.  to  be  fed  to  birds  over  14  weeks  of  age;  feed  ac(»>rding  to 

subtable  in  item  (i). 

Erythromycin  92.5....  2.  Replacement  chickens;  as  an  aid  in  the  preven-  Feed  for  7  to  14  d;  withdraw  24  h  before  slaughter;  as .. 

tion  of  infectious  coryza;  development  of  active  erythromycin  thiocyanate;  in  Type  D  articles  only; 

immunity  to  coccidiosis.  grower  Type  D  article  not  to  be  fed  to  birds  over  14 

weeks  of  age;  feed  according  to  subtable  in  item  (1). 

Erythromycin  185 .  Replacement  chickens;  as  an  aid  in  the  prevention  Feed  for  5  to  8  d;  do  not  use  in  birds  producing  eggs  for  .. 

and  reduction  of  lesions  and  in  lowering  severity  food  purposes;  withdraw  48  h  before  slaughter;  in  Type 

of  chronic  respiratory  disease;  development  of  D  articles  only  (grower  Type  D  article  not  to  be  feci  to 
active  immunity  to  coexiidiosis.  birds  over  14  weeks  of  age),  feed  according  to  subtable 

in  item  (i). 

Hygromycin  B  8  to  Replacement  chickens;  development  of  active  im-  In  Type  D  articles  only:  Type  D  article  ration  not  to  be  ., 
12.  munity  to  coccidiosis;  control  of  infestation  of  fed  to  birds  over  14  weeks  of  age;  feed  according  to  sub¬ 

large  round  worms  (Ascaris  galli),  cecal  worms  table  in  item  (i). 

(Heterakia  galHnae),  and  capillary  worms  (Captl- 
laria  obstgnaCa). 

Penicillin  2.4  to  50 ....  Replacement  chickens;  growth  promotion  and  As  procaine  penicillin;  in  Type  D  articles  only:  grower . 

feed  efficiency;  development  of  active  immunity  Type  D  article  not  to  be  fed  to  birds  over  14  weeks  of 
to  coccidiosis.  age:  feed  according  to  subtable  in  item  (i). 

Penicillin  2.4  to  50  Replacement  chickens;  growth  promotion  and  As  procaine  penicillin;  in  Type  D  articles  only;  grower . 
plus  roxarsone  feed  efficiency;  development  of  active  immunity  Type  D  article  not  to  be  fed  to  birds  over  14  weeks  of 

22.7  to  45.4  (0.0025  to  coccidiosis;  improving  pigmentation.  age;  withdraw  5  d  before  slaughter;  as  sole  source  of  or- 

to  0.005  pet).  ganic  arsenic;  feed  according  to  subtable  in  item  (i). 

Roxarsone  22.7  to  Replacement  chickens;  development  of  active  im-  In  Tsoie  D  articles  only;  grower  Type  D  article  not  to  be  . 
45.4  (0.0025  to  munity  to  (Xxx:idiosis;  growth  promotion  and  fed  to  birds  over  14  weeks  of  age;  withdraw  5  d  before 

0.005  pet).  feed  efficiency;  improving  pigmentation.  slaughter;  as  sole  source  of  organic  arsenic;  feed  accord¬ 

ing  to  subtable  in  item  (i). 

.  Broiler  chickens;  prevention  and  control  of  cocci-  . 

diosis. 

Arsanilate  sodium  90  Broiler  chickens;  prevention  and  control  of  cocci-  Withdraw  5  days  before  slaughter:  as  sole  source  of  or- . 
(0.01  pet).  diosis;  grov/th  promotion  and  feed  efficiency;  im-  ganic  arsenic, 

proving  pigmentation. 

Arsanilic  acid  90  do .  do . 

(0.01  pet). 

Arsanilic  acid  90  do .  Withdraw  5  d  before  slaughter,  as  sole  source  of  organic  . 

(0.01  pet)  plus  arsenic,  as  bacitracin  methylene  disalicylate, 

bacitracin  4  to  50. 

Arsanilic  acid  90  Broiler  chickens:  growth  promotion  and  feed  effi-  As  erythromycin  thiocyanate;  withdraw  5  d  before  . 
(0.01  pet)  plus  ciency;  prevention  and  control  of  coccidiosis;  im-  slaughter;  as  sole  source  of  organic  arsenic, 

erythromycin  4.6  proving  pigmentation, 
to  18.5. 

Arsanilic  acid  90  1.  Broiler  chickens;  aid  in  the  prevention  of  chron-  do . 

(0.01  pet)  plus  Ic  respiratory  disease  during  periods  of  stress: 

ersrthromycin  92.5.  growth  promotion  and  feed  efficiency;  improv¬ 
ing  pigmentation;  contiol  uf  coccidiosis. 
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Zoalene  in  grams  Combination  in  grams 
per  ton  per  ton 


Indications  for  use 


Limitations 


Sponsor 


(iii)  113.5  to  170.: 
(0.0125  to 
0.01875  pet). 


2.  Broiler  chickens;  prevention  and  control  of  coc-  do . 

cidiosis;  growth  promotion  and  feed  efficiency; 
improving  pigmentation;  aid  in  the  prevention 
of  infectious  coryza. 

Broiler  chickens;  as  an  aid  in  the  prevention  and  Feed  for  5  to  8  d;  do  not  use  in  birds  producing  eggs  for  .... 
reduction  of  lesions  and  in  lowering  severity  of  food  purposes;  as  erythromycin  thiocyanate;  withdraw  5 
chronic  respirat«iry  disease;  prevention  and  con-  d  before  slaughter;  as  sole  source  of  organic  arsenic, 
trol  of  coccidiosis;  growth  promotion  and  feed 
efficiency;  improving  pigmentation. 

Broiler  chickens;  growth  promotion  and  feed  effi-  As  procaine  pencillin;  withdraw  5  d  before  slaughter;  as  ... 
ciency;  prevention  and  control  of  coccidiosis;  im-  sole  source  of  organic  arsenic, 
proving  pigmentation. 

Broiler  chickens;  growth  promotion  and  feed  effi-  As  bacitracin  methylene  disalicylate,  or  zinc  bacitracin . 

ciency;  prevention  and  control  of  coccidiosis. 

Broiler  chickens;  growth  promotion  and  feed  effi-  As  bacitracin  methylene*  disalicylate,  or  zinc  bacitracin; ... 
ci^cy;  prevention  and  control  of  coccidiosis;  im-  withdraw  5  d  before  slaughter;  as  sole  source  of  organic 
proving  pigmentation.  arsenic. 

Broiler  chickens;  treatment  of  chronic  respiratory  As  zinc  bacitracin . 

disease  (air-sac  infection)  blue  comb  (nonspecific 
infectious  enteritis);  prevention  and  control  of 
coccidiosis. 

Broiler  chickens;  treatment  of  chronic  respiratory  Not  to  be  fed  to  laying  chickens;  as  chlortetracycline  hy- ... 
disease  (air-sac  infection);  blue  comb  (nonspeci-  drochloride. 
fic  infectious  enteritis);  prevention  of  synovitis; 
prevention  and  control  of  coccidiosis. 

Broiler  chickens;  prevention  and  control  of  cocci-  Not  to  be  fed  to  laying  chickens;  as  chlortetracycline  hy- .. 
diosis;  control  of  synovitis.  drochloride. 

Broiler  chickens;  growth  promotion  and  feed  effi-  As  erythromycin  thiocyanate . .’. . 

ciency;  prevention  and  control  of  coccidiosis. 

Broiler  chickens;  aid  in  the  prevention  of  chronic  Feed  for  2  d  before  stress  and  3  to  6  d  after  stress;  with- .. 
respiratory  disease  during  period  of  stress;  pre-  draw  24  h  before  slaughter;  as  erythromycin  thiocyan- 
vention  and  control  of  coccidiosis.  ate. 

2.  Broiler  chickens;  as  an  aid  in  the  prevention  of  Feed  for  7  to  14  d;  withdraw  24  h  before  siaughter;  as  .. 
infectious  coryza;  prevention  and  control  of  coc-  erythromycin  thiocyanate, 
cidiosis. 

Broiler  chickens;  as  an  aid  in  the  prevention  and  Feed  for  5  to  8  d;  do  not  use  in  birds  producing  eggs  for  .. 
reduction  of  lesions  and  in  lowering  severity  of  food  purposes;  withdraw  48  h  before  slaughter;  as 
chronic  respiratory  disease;  prevention  and  con-  erythromycin  thiocyanate, 
trol  of  coccidiosis. 

Broiler  chickens;  prevention  and  control  of  cocci-  . 

diosis;  control  of  Infestation  of  large  round 
worms  {Ascaris  galli),  cecal  worms  (.Heterakis 
gallinae)  and  capillary  worms  (.Capillaria  obsig- 

nata).  , 

.  Broiler  chickens;  increase  in  rate  of  weight  gain;  Do  not  feed  to  laying  chickens;  to  be  fed  as  the  sole  .. 
Improved  feed  efficiency;  as  an  aid  in  the  pre-  ration;  as  lincomycin  hydrochloride  monohydrate  pre¬ 
vention  and  control  of  coccidiosis.  vided  by  No.  000009,  see  sec.  510.600(c)  of  this  chapter; 

zoalene  provided  by  No.  0.25700,  see  sec.  510.600(c)  of 
this  chapter. 

Penicillin  2.4  to  50 ....  Broiler  chickens;  growth  promotion  and  feed  effi-  As  procaine  penicillin . 

ciency;  prevention  and  control  of  coccidiosis. 

Broiler  chickens;  prevention  and  control  of  cocci-  Withdraw  5  d  before  slaughter;  as  sole  source  of  organic  . 
diosis;  growth  promotion  and  feed  efficiency;  im-  arsenic;  as  procaine  penicillin, 
proving  pigmentation. 

Broiler  chickens;  prevention  and  control  of  cocci-  Withdraw  5  d  before  slaughter;  as  sole  source  of  organic . 
diosis;  growth  promotion  and  feed  efficiency;  im-  arsenic, 
proving  pigmentation. 

Turkeys;  prevention  and  control  of  coccidiosis .  For  turkeys  grown  for  meat  purposes  only . 

Arsanilate  sodium  90  Turkeys;  growth  promotion  and  feed  efficiency;  For  turkeys  grown  for  meat  purposes  only;  withdraw  5  d  . 
(0.01  pet).  improving  pigmentation.  before  slaughter;  as  sole  source  of  organic  arsenic. 

Arsanilic  acid  90  do .  do . 

(0.01  pet). 

Carbarsone  (not  Turkeys;  prevention  and  control  of  coccidiosis;  aid  For  turkeys  grown  for  meat  purposes  only;  feed  (»ntinu- . 
U.S.P.)  277  to  in  the  prevention  of  blackhead.  ously  beginning  2  weeks  before  blackhead  and  coccidio- 

340.5  (0.025  to  'sis  are  expected  to  continue  as  long  as  prevention  of 

0.0375  pet).  blackhead  and  prevention  and  control  of  coccidiosis  is 

needed;  withdraw  5  d  before  slaughter;  as  sole  source  of 
organic  arsenic. 

Roxarsone  22.7  to  Turkeys;  growth  promotion  and  feed  efficiency;  Withdraw  5  d  before  slaughter;  as  sole  source  of  organic  . 
45.4  (0.0025  to  improving  pigmentation.  arsenic. 

0.005  pet). 


Arsanilic  acid  90 
(0.01  pet)  plus 
erythromycin  185. 


Arsanilic  acid  90 
(0.01  pet)  pli^ 
penicillin  2.4'to  50. 

Bacitracin  4  to  50 . 

Bacitracin  4  to  50 
plus  roxarsone 
22.7  to  45.4  (0.0025 
pet  to  0.005  pet). 

Bacitracin  100  to  500 


Chlortetracycline 
100  to  200. 


Chlortetracycline 

200. 

Erythromycin  4.6  to 
18.5. 

Erythromycin  92.5.... 


Erythromycin  185., 


Hygromycin  B  (8  to 

12). 


Lincomycin  2 . 


Penicillin  2.4  to  50 
plus  roxarsone 
22.7  to  45.4  (0.0025 
pet  to  0.005  pet). 

Roxarsone  22.7  to 
45.4  (0.0025  pet  to 
0.005  pet). 


(2)  Permitted  combinations.  It  may 
be  used  in  accordance  with  provisions 
of  this  section  in  the  combinations 
provided  as  follows: 

(i)  Bambermycins  in  accordance  with 
§  558.95. 

(ii)  Roxarsone  in  accordance  with 
§  558.530. 

Interested  persons  may,  on  or  before 
march  20,  1978,  submit  to  the  Hearing 
Clerk  (HFC-20),  Food  and  Drug  Ad¬ 
ministration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  Md.  20857,  written 


comments  regarding  this  proposal. 
Four  copies  of  all  comments  shall  be 
submitted,  except  that '  individuals 
may  submit  single  copies  of  comments, 
and  shall  be  identified  with  the  Hear¬ 
ing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this  docu¬ 
ment.  Received  comments  may  be  seen 
in  the  above  office  between  the  hours 
of  9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Note.— The  Pood  and  Drug  Administra¬ 
tion  has  determined  that  this  document 


does  not  contain  a  major  proposal  requiring 
preparation  of  an  inflation  impact  state¬ 
ment  under  Executive  Order  11821  and 
OMB  Circular  A-107.  A  copy  of  the  infla¬ 
tion  impact  assessment  is  on  file  with  the 
Hearing  Clerk,  Food  and  Drug  Administra¬ 
tion. 

Dated:  January  9, 1978. 

Joseph  P.  Hii.e, 
Associate  Commissioner /or 
Compliance. 
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